SG'Y TE NINH BINH CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN DA KHOA TINH Doc lap - Tw do - Hanh phiic
sé: T(YBVPK-DUOC
V/v mdi bo gia héa chét,
i mo;iniopgﬁgmoa P Ninh Binh, ngay /9 thang (4ném 2022

Kinh giri: Céc cong ty san xuét, kinh doanh héa chét, sinh pham.

Bénh vién Da khoa tinh Ninh Binh dang xdy dyng ké hoach lya chon nha
thau géi thiu mua mét sé hoa chét, sinh pham x€t nghiém phuc vu céng tac kham,
chita bénh st dung trong 12 thang tai Bénh vién Pa khoa tinh Ninh Binh bao gorn
568 mat hang. Ngay 27/9/2021, Bénh vién da giri danh muc téi Céng ty CP thdm
dinh g1a Béo Viét. Ngay 22/3/2022 Bénh vién da nhan dugc ching thu thdm dinh
gid s6 BV220194/CTTD bao gom 389 mdt hang, con lai 179 mat hang Cong ty
khéng thim dinh duoc gid. P& c6 cin cir x4y dung ké hoach lya chon nha thau 179
mit hang trén, Bénh vién dé nghi Quy Cong ty bdo gia 179 mit hang trén (theo
mau bdo gid tai phu luc kém theo) ddng thoi giri kém ban chup man hinh két qua
tring thau da duoc cong bb trén trang: Congkhaiketquathau.moh.gov.vn.

- Tho1i gian nhan bdo gia: Trude 17h00 ngay 26/4/2022;

- Hinh thirc nhén bao gia:

+ B4o gia bang van ban, co déng diu cdng ty giri v dia chi: Bénh vién Da

khoa tinh Ninh Binh; Puong Tué Tinh - Phuong Nam Thanh - Thanh phd Ninh
Binh, SDT: 02293 871 030;

+ Ban file mém giri vao hop thu: dauthauduoc2021@gmail.com
Kinh moi cac cong ty tham gia béo gia; trén trong cam on./. 7.

Noi nhgn: KT, GIA’M POC

- Nhu trén;

- Giam ddc BV (dé blc);
- Website Bénh vién;

- Luu: VT, Duge.

Chmh Chuyén
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Page 1
Phu luc

Ninh Binh)

(DANH MUC HOA CHAT XET NGHIEM XIN BAO GIA

81 bdo gid s6 YBVDK-DUOC ngay 49/4/2022 ciia Bénh vién Pa khoa tinh

Théng s6 ky thuit

E001

E002

E003

E004

E005

Hoa chat dung dé
do hoat do ALAT
(GPT)

Don vi
tinh

Nhém TCKT
(theo TT
14/2020/TT-BYT)

Thudc thir chin doan ding cho xét nghiém dinh lrong ALAT (GPT) trong huyét thanh hotic huyét
tuong,

Thanh phan gém:
RI: TRIS pH 7.15 140 mmol/L
L-Alanine 700 mmol/L
LDH (lactate dehydrogenase) > 2300 U/L
R2: 2-Oxoglutarate 85 mmol/L
NADH 1 mmol/L
- Khoang do: Lén dén 600 U/L tai 37°C
- B9 chinh xac: CV (%)(cua do téi lap): < 3,08
-TCCL: 1SO 13485, CE

Hoa chét dung dé
dinh lugng
Albumin

Hoa chit dang dé
do hoat do ASAT
(GOT)

Hoa chit dung dé
dinh lueng
Bilirubin true tiép

Hoa chat dung dé
dinh luong
Bilirubin toan phin

Hop

Nhoém 3

tuong,

Thanh phén gém:
- Thanh phén gém:
Citrate Buffer
Bromocresol Green 0.26 mmol/L

Standard: Sg/dL

(Contains bovine serum albumin (5-10%)

- Khoang do: 0.2 - 6g/dL

- D& chinh xac: CV (%)(cia do tai ldp): < 1,60

- TCCL: ISO 13485,CE-

- Quy cach déng goi: 8*50mi/hgp. Diing cho may AU680

pH4.2 30 mmol/L

Hop

Nhém 3

Thuéc thir chan doén diing cho xét nghi¢m dinh lugng ASAT (GOT) trong huyét thanh
tuong.

Thanh phén gdm:

R1: TRIS pH 7.65 110 mmol/L
L-Aspartate 320 mmol/L.
MDH (malate dehydrogenase) > 800 U/L
LDH (lactate dehydrogenase) > 1200 U/L.

R2: 2-Oxoglutarate 85 mmol/L

NADH 1 mmol/L

- Khoang do: Lén dén 700U/L & 37°C

- B chinh xdc: CV (%)(ctia d¢ tai lap): < 4.40

- TCCL: ISO 13485,CE

hodc huyét

Hop

Nhom 3

Thude thir chdn doan diing cho xét nghi¢m dinh lugng Bilirubin tryc tiép trong huyét thanh hoic
huyét tuong.

- Thanh phén gém:

R1: EDTA Na2 0.1 mmol/L, NaCl 150 mmol/L, Sulfamic Acid 100 mmol/L.

R2: EDTA Na2 0.13 mmol/L; HC} 900 mmol/L; 2,4-dichlorophenyl-diazonium salt 0.5 mmol/L.
- Khodng do: 0.1- 10mg/dL

- D6 chinh xac: CV (%)(cta do tai ldp) <3,34

- TCCL: 1SO 13485,CE

-Quy cach dong goi: 8x50ml+8x12.5ml. Duing cho may AU680

Hop

Nhom 3

Thudc thir chdn doan ding cho xét nghiém dinh lugng Bilirubin toan phan trong huyét thanh holc
huyét turong,

‘Thanh phén gém:

R1: Phosphate buffer 50 mmol/L, NaCl 150 mmol/L.

R2: HCI 130 mmol/L; 2,4-dichlorophenyl-diazonium salt 5 mmol/L

- Khoang do: 0.1 - 30 mg/dL

- D6 chinh xac: (d¢ tai lap) CV (%) < 3,49

- TCCL: ISO 13485,CE

Hop

Nhom 3
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STT

E007

Tén hang
hoa

Théng s6 ky thujt

Don vi
tinh

Nhém TCKT
(theo TT

Hoa chét dung dé
dinh lugng
Cholesterol

Thube thir chén doén dung cho xét nghiém dinh lugng Cholesterol trong huyét thanh hogic huyét

tuong.

Thanh phéin gdm:
Good's buffer pH 6.7
Phenol

4-Aminoantipyrine

Cholesterol esterase

Cholesterol oxidase

Peroxidase (POD) >3 kU/L
Standard: 200mg/dL (5.2 mmol/L)

- Khoang do: 3 - 750 mg/dL (0.08-19.4 mmol/L)

- D§ chinh x4c: CV (%)(cia do tai lip) < 1.22
- TCCL: ISO 13485,CE

-Quy cach déng goi: 8x50ml/hop. Ding cho may AU680

50 mmol/L
5 mmol/L
0.3 mmol/L
(CHE) =200U/L
(CHO) =>50U/L

E008

Héa chét dang dé
do hoat d6 CK-MB

Thudc thir chén doan dung cho xét nghiém dinh lugng CK-MB trong huyét thanh hoac huyét
twong. Thanh phin bao gdm:
R1: Imidazole/Good’s buffer
Glucose
N-Acetylcysteine (NAC)
Magnesium acetate
EDTA-Na2
NADP 2.5 mmol/L
Hexokinase (HK) >5kU/L
Monoclonal antibodies against human
CK-M (mouse); inhibiting capacity 2500 U/L
R2: Imidazole/Good’s buffer 90 mmol/L
ADP 10 mmol/L
AMP 28 mmol/L
Glucose-6-phosphate dehydrogenase (G6P-DH) > 15 kU/L
Diadenosine pentaphosphate 50 pmol/L
Creatine phosphate 150 mmol/L
- Khoang do: Lén dén 2000U/L
- D chinh xdc: CV% <3.72
- Dat tidu chudn ISO 13485, CE
Quy céch doéng goi: 4 x 20ml/2 x 10ml

120 mmol/L
25 mmol/L
25 mmol/L
12.5 mmol/L
2 mmol/L

E009

EOL0

Hoa chit dung dé
do hoat d§ CK-
NAC

- Thudc thir chén doan diing cho xét nghiém dinh lugng Creatinkinase (CK) trong huyét thanh
hofic huyét twong. Thanh phén bao gdm:
R1:Imidazole  pH 6.0 60 mmol/L
Glucose 27 mmol/L
N-Acetylcysteine (NAC) 27 mmol/L
Magnesium acetate 14 mmol/L
EDTA-Na2 2 mmol/L
NADP 2.7 mmol/L
Hexokinase (HK) > 5kU/L
R2: Imidazole  pH 9.0 160 mmol/L
ADP 11 mmol/L
AMP 28 mmol/L
Diadenosine pentaphosphate 55 pmol/L
Glucose-6-phosphate dehydrogenase (G6P-DH) > 14 kU/ EDTA-Na2
Creatine phosphate 160 mmol/L
- Khodng do: Lén dén 1100U/L
- D6 chinh xac: CV% <2.12
- Dat tiéu chuan ISO 13485, CE
Quy cach dong goi: 4 x 20ml+2 x 10mI/Hop

2 mmol/L

Hop

Hop

Nhom 3

Nhom 3

Nhom 3

Hoéa chét dung dé
dinh Iugng
Creatinin

Hoa chit xét nghiém dinh lugng Creatinine trong mau.
- Thanh phén gém:

Sodium hydroxide 0.2 mol/L,

Picric acid 20 mmol/L

Standrard: 2mg/dL (177umol/L)

- Khoang do: 0.2 - 15mg/dL (18 -1330 pmol/L)

- B§ chinh xac: CV (%)(cua do tai lap): < 3.63

- TCCL: I1SO 13485,CE

Hop

Nhom 3
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STT

HH

10

E011

11

12

13

14

EO012

Hoa chét ding dé
dinh lwgng CRP

Hoa chit dimg dé
dinh lugng Ethanol

Théng sb ky thujt

Don vi
tinh

Nhom TCKT
(theo TT
14/2020/TT-BYT)

R1: TRIS pH 7.5 100 mmol/L

R2: TRIS pH8.0 100 mmol/L
Anti-human CRP antibodies (goat) < 1%

- Khoang do: 2 - 250 mg/L

- D6 chinh xéc: CV (%)(coa do tai lip): <5,9
-TCCL: 1SO 13485,CE

Hop

Nhoém 3

Thudc thir chin doan diing cho xét nghiém dinh lwgng Ethanol trong huyét thanh hozc huyét
tuong.

Thanh phén gdm:
R1: Buffer

R2: Buffer
NAD

Alcohol dehydrogenase

- Khoang do: Lén dén 3.5g/L
- B§ chinh xdc: CV (%)(cua df tai lap): <
- TCCL: 1SO 13485

pH 9.0
pH 6.6

300 mmol/L
40 mmol/L
> 10 mmol/L
>200 kU/L

3.36

Hop

Nhom 3

E014

EOLS

Hoa chét ding dé
dinh lugng Ferritin

Hoa chét ding dé
do hoat do Gamma-
GT

tuong,

- Thanh phan bao gom:

R1: Glycine pH 8.3
NaCl 100 mmol/L
Bovine serum albumin 5gL

R2: Latex particles coated with anti ferritin antibody 0.7 g/L
Glycine pH73 170 mmol/L
NaCl 100 mmol/L

- Khoang do: 5 - 1000ug/L

- D chinh xdc: CV% < 5.31

- Dat tigu chudn ISO 13485, CE

170 mmol/L

Nhom 3

Thudc thir chin doén dung cho xét nghiém dinh lugng Gamma-glutamyltransferase (Gamma-GT)
trong huyét thanh hogc huyét twong.. Thanh phén bao gbm:
RI: TRIS pH 828 135 mmol/L
Glyeylglycine 135 mmol/L
R2: L-Gamma-glutamyl-3- carboxy-4-nitroanilide pH 6.00 22 mmol/L
- Khoang do: Lén dén 1200 U/L
- Dd chinh x4c: CV% < 1.49
- Dat tiéu chudn ISO 13485, CE
Quy cach: 5 x 20ml+1 x 25ml. Diing cho may AU680

EO016

Hoa chét dung dé
dinh lugng Glucose

Hop

Nhém 3

Thudc thi chén doan diing cho xét nghiém dinh lugng glucose trong huyét thanh hogic huyét
tuong,

- Thanh phén gém:

Phosphate buffer pH 7.5 250 mmol/L, Phenol § mmol/L, 4-Aminoantipyrine 0.5 mmol/L,
Glucose oxidase > 10 kU/L, Peroxidase >1kU/L

- Khoéng do: 1 - 400 mg/dL (0.06 - 22.2 mmol/L)

- B4 chinh xac: CV (%)(ciia do tai lip): < 0.87

- TCCL: ISO 13485,CE

15

E017

Hoa chét dang dé
dinh lugng HDL-
Cholesterol

Thube thir chén doan dung cho xét nghiém dinh lugng Cholesterol Lipoprotein mat dé cao (HDL-
C) trong huyét thanh hoic huyét twong. Thanh phin bao gdm:
R1: Good's buffer pH7.0 25 mmol/L
4-Aminoantipyrine 0.75 mmol/L
Peroxidase (POD) 2000 U/L
Ascorbate oxidase 2250 U/L
Anti-human B-lipoprotein antibody
R2: Good’s buffer pH 7.0 30 mmol/L
Cholesterol esterase (CHE) 4000 U/L
Cholesterol oxidase (CHO) 20000 U/L
N-EthyI-N~(2-hydroxy-3-sulf0propyl)-3,5-dimethoxy -4-fluoroaniline, sodium salt (F-DAOS)
0.8 mmol/L
- Khoéng do: 1-180mg/dL (0.03 - 4.7 mmol/L)
- D6 chinh xdc: CV% < 1.88
- Dat tiéu chuén 1SO 13485, CE

Quy céch dong goi: 4 x 20ml+ 2 x 10ml

Hop

Nhoém 3

Nhom 3
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= A < Nhém TCKT
str| M3 | Tén hing Théng sb ky thuat B
HH hoa S tinh  |142020r1-BYT)
Thuéc thir chdn dodn dung cho xét nghiém dinh lugng St trong huyét thanh hogic huyét tuong.
Thanh phan bao gdm:
RI1: Acetate buffer pH4.5 1 mol/L
Thiourea 120 mmol/L
Hoa chit dinh R2: Ascorbic acid 240 mmol/L
16 | Eo018 lvoniz S : Ferene 3 mmol/L Hép Nhém 3
Thiourea 120 mmol/L
- Khoang do: 5 - 1000 pg/dL (0.9 - 179 pmol/L)
-Do chinhxdc:  CV (%)< 2.48
- TCCL: ISO 13485
-Quy cach dong goi: 4x20ml +1x 20 ml + Ix3ml/hGp. Ding cho may AU680
Thubc thir chén doén diing cho xét nghiém dinh lugng Lactate Dehydrogenase (LDH) trong huyét
thanh hozc huyét twong.
Thanh phan bao gdm:
R1: N-Methyl-D-Glucamine  pH 9.40 420 mmol/L
Hoéa chat dung dé L-Lactate 65 mmol/L i ;
s & Tt | %o abs 50 mmol/L Figp Hligme
- Khoang do: Lén dén 1200 U/L
- D6 chinh xac: CV% < 1.41
- Bat tiéu chuén ISO 13485, CE
Quy cach: 4 x 20ml+2 x 10mI/Hop. Dung cho may AU680
Thude thir chn doan diing cho xét nghiém dinh lrgng Cholesterol Lipoprotein mat d¢ thdp (LDL-
C) trong huyét thanh hodic huyét twong. Thanh phan bao gdm:
R1: Good’s buffer pH6.8 20 mmol/L
Cholesterol esterase (CHE) > 2.5 kU/L
Cholesterol oxidase (CHO) > 2.5 kU/L
Hoa chit ding dé N-(2-hydroxy-3-sulfopropyl)- 3,5-dimethoxyaniline (H-DAOS) 0.5 mmol/L
18 | E020 |dinh wong LDL- | _ Catalase oty Hop Nhém 3
C.HOLESTEROL R2: Good_’s buffer - pH7.0 25 mmoi/L i
4-Aminoantipyrine 3.4 mmol/L
Peroxidase (POD) =15 kU/L
- Khoang do: 1 - 400 mg/dL (0.03 - 10.3mmol/L)
- D9 chinh x4c: CV% < 1 .45
- Dat tiéu chudn ISO 13485, CE
Quy céch dong géi: 4 x 20ml+2 x 10ml. Diing cho may AU680
Hoa chét dung dé
19 | Eo21 i‘&u‘:ﬁ]’f@u Quy céch dong g6i: 2x30ml+ix10ml va 1 hop chudn riéng. Diing cho may AU680 Hop Nhom 3
P e e e
Multi Control
20 | E022 |{Level 1 hoic tuang |Quy céch déng géi: 1xImi/hp. Ding cho may AU680 Hop Nhom 3
I e s
Multi Control
21 E023 [Level 2 hodc twrong Quy céch déng goi: Ix1ml/hdp. Ding cho may AU680 Hop Nhom 3
........ drangs S ks
Thube thir chdn doan invitro dinh lugng HbAlc trong méau toan phén.
Thanh phan bao gdm:
R1: Buffer 20 mmol/L
Latex 0.14%
R2: Buffer 10 mmol/L
Hoa chat dung dé Mouse anti-human HbA ¢ monoclonal antibody 5.5 mg/dL Z 2
22 | B024 | lugng HbAlc |R3: Buffer 10 mmol/L. : Hop 2o 3
Goat anti-mouse IgG polyclonal antibody 67 mg/dL
- Khodng do: 4.9 - 16%
- B§ chinh xdc: CV (%)(cua do tai lap): <2.06
-TCCL: ISO 13485,CE
-Quy cach dong géi: R1:2x15ml+R2:1x10mI+R3: 1x5ml/ hdp. Ding cho may AU680
SRR s e e e e TR T L e oot | R (e
dugesirdung dé | Dung dich ly giai duge sir dung dé dinh lugng hemoglobin Alc (HbAl¢) trong méu toan phin.
23 | E025 |dinh lugng TCCL: 1S0 13485, CE Chai Nhom 3
hemoglobin Alc Quy cach déng goi: 500ml/Chai. Dung cho may AU680
ans (HbA]C) T LT
24 | E02s g‘;; fﬁ;;‘;“;g 95 |Quy cach dong goi: 2x40ml+2x8ml/hap. Diing cho may AU680 Hép Nhém 3

.................................................................
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STT

25

26

Ma
HH

E027

E028

Hoa chét dang dé
dinh lugng Total
Protein

Héa chit dung dé
dinh luong
Transferrin

Théng s6 ky thuat

Don vi
tinh

Nhém TCKT
(theo TT
14/2020/TT-BYT)

Thanh phan gom:

R1: Sodium hydroxide 100 mmol/L, Potassium sodium tartrate 17 mmol/L

R2: Sodium hydroxide 500 mmol/L, Potassium sodium tartrate 80 mmol/L, Potassium iodide 75
mmol/L, Copper sulphate 30 mmol/L

- Khodng do: 0.05 - 15g/dL

- D§ chinh xdc: CV (%)(cua d¢ tai lap): < 1.53

- TCCL' ISO 13485 {CE

Hop

Nhém 3

Thude thir chdn doan dung cho xét nghi¢m dinh luong Transferrin (Trf) trong huyét thanh hoi#ic
huyét tuong,.

- Thanh phén bao gém:
RI: TRIS pH 7.5
NaCl

100 mmol/L
180 mmol/L
TRIS 100 mmol/L
NaCl 300 mmol/L
Anti-human Transferrin antibody (goat) < 1%
- Khoing do: 3-800 mg/dL

- B§ chinh xédc: CV% < 1.37

- Pat tiéu chuén 1SO 13485, CE

R2: pH 8.0

Hop

Nhoém 3

27

E029

Hoéa chat dimg dé
dinh lugng
Triglycerid

Hoa chit chudn
CK-MB

E031

Hoa chit chudn
CRP

Thudc thir chdn doan ding cho xét nghi¢m dinh lugng Tr]glycerldcs trong huyét thanh hozc huyét
trong.

Thanh phin gdm:
Good's buffer pH7.2
4-Chlorophenol

ATP

Mg2+

Glycerokinase (GK)
Peroxidase (POD)
Lipoprotein lipase (LPL) >2 kU/L
4-Aminoantipyrine 0.5 mmol/L
Glycerol-3-phosphate-oxidase (GPO) > kU/L

Standard: 200 mg/dL (2.3 mmol/L)

- Khoang do: 2- 1000 mg/dL (0.02 - 11.3 mmol/L)

- B chinh xdc: CV (%)(cua df tai lip): < 1.54

- TCCL: 1SO 13485,CE

-Quy cach dong goi: 8x50ml/hdp. Diing cho may AU680

50 mmol/L
4 mmol/L
2 mmol/L
15 mmol/L
> 0.4 kU/L
>2kU/L

Hop

Nhom 3

Hoa chét higu chuan cho xét nghiém CK-MB, dang déng kho sin sang sir dung cd ngudn gbe tir
huyét thanh Albumin bo

- Dat tiéu chuan ISO 13485 CE

Bo chat hléu chuan cho xét nghiém CRP gdm 5 chét hiéu chudn véi cac mirc khac nhau, dang
16ng, c6 ngudn gdc tir huyét thanh nguoi.
-TCCL: 1S0 13485, CE

-Quy cdch déng géi: Sx2ml. Ding cho may AU680

Hop

Hop

32

Hoa chét chudn
Ferritin

Hoéa chét chudn
HBAIC

Chit hiéu chuén dung cho xét nghiém dinh luong ferritin.
- B hoa chét gdm 4 lo chét hiéu chuin véi cac mirc khac nhau, én dinh & dang long. C6 ngudn

gdc tir huyét thanh ngudi va chira chét phy gia sinh hoc ¢6 ngudn gde tir bo.
- Pat tleu chuan ISO 13485 CE

B6 chét higu chudn cho xét nghiém HbAlc gbm 4 lo chat hiéu chudn dang long én dinh vdi cic
mirc khac nhau, ¢6 ngudn gdc tir méu nguoi.
-TCCL: IS0 13485, CE

“Quy céach dong g0i: 4 x 0.25ml, Dung cho may AU680

Nhom 3

Hoa chét chudn
Lipid

Hoéa chiét chuan
cho céc xét nghiém
Protein (Trucal
Protein)

Hda chat dang bol dong kho co nguén gdc tir huyét trong ngudi, sir dung dé higu chuin cho cac
xét nghiém lipid va Lp-PLA2.

- Dat tiéu chudn ISO 13485, CE

Nhom 3

B0 hoa chat gom 5 lo chit hiéu chudn dang I6ng én dinh véi cac mirc khac nhau ¢6 ngudn gbc tir

huyét tuong ngudi, sir dung dé hi¢u chudn cho xét nghiém Protein trong huyét thanh.
- Dat tiéu chuin 1SO 13485, CE

Quy cach: 5 x Iml. Dung cho may AU680
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GLDH (Glutamate dehydrogenase, bovine) > 1 kU/L
R2: NADH 1.3 mmol/L

- Khoéng do: 2 -300 mg/dL (0.3 - 50mmol/L)

- B§ chinh xdc: CV (%)(cua a6 tai lip):: < 2.88

- TCCL: 1SO 13485,CE

M2 | Tén han N Pon vi | Nhém TCKT
STT e Théng so k§ thuat ; (theo TT
HH ho# tinh  (142020rT-BYT)
.... Hoa chét higu chuén cho céc xét nghiém dinh lugng mot sb chit phén tich khac nhautrenhe st e e
Hoa chit chudn  |théng méy do quang,
34 | E036 [cho may xét - Dang déng khd, thanh phan tir huyét thanh nguoi. Lo Nhom 3
nghiém sinh héa TCCL:ISO 13485,CE
~ |Quy céch déng goi: 3ml/lo. Ding cho may AU680
xg:l ::l:;nf;ol Mau chimg ni kiém cho xét nghiém CRP mire 1, dang 16ng s&n sang sir dung 6 ngudn géc tir
35 | E037 |nghiém CRP mire |MUYet thanh ngudi Hop Nhom 3
| (Trulab CRP -TCCL: IS0 13485, CE
i Livel 1) -Quy cach déng goi: 3x2ml, Diing Ch{') mdy AU.GSO -----------
}I:fi[g; (;}:;nfé?m Miu chimg néi kiém cho xét nghiém CRP mure 2, dang 16ng sin sang sir dung c6 ngudn géc tir
36 | E038 |nghiém CRP mie |Pu¥Ct thanh ngudi Hop Nhom 3
2 (Trulab CRP TCCL: 1S0 13485, CE
Level 2) -Quy cach déng géi: 3x2ml. Dung cho may AUG680
""""""""" Chat kiém chimg dang 16ng dung 8 kiém tra chit
37 | Eose :’:]a:’f‘ha"d“] . |TccL: 150 13485,CE- Nhom 3
T S CE e Pl miyatiom) |- et s bl Dl
Miu chimg néi
kiém cho xét Mau chirng ndi kiém cho xét nghiém HbA ¢ mirc 1, dang 16ng sin sang sir dung ¢6 ngudn géc tir
nghiém HbAlc méau ngudi \ . Z
H h
3B B0 | (Trulab -TCCL: IS0 13485, CE 4 ma
HBAIC Liquid -Quy cach dong g6i: 4x0.25ml, Diing cho may AU680
Level 1)
Mau chimg ngi
kiém cho xét Mau chimg ni kiém cho xét nghiém HbAlc mirc 2, dang long sén sang sir dung co nguén gbe tir
nghiém HbAlc méu ngudi 2 :
S it |rect i 13485, CE Hep Rhom 3
HBAIC Liquid -Quy cich dong goi: 4x0.25ml, Diing cho may AU680
Level 2)
Chit néi kiém xét i ; :
o : lugng clia nhiéu loai protein huyét thanh, : :
40 | E042 aeuen P | st vt 150 13485, 08 Hop Tom 3
........... Qi3 x 1l Din cho miy AUGS0
g Chit kiém chimg (Mirc 2) dang long &n dinh c6 ngudn géc tir huyét twong nguir, sir dung dé
Chat npi kiem xét kiém tra chat luong xét nghiém dinh lwgng ciia nhiéu loai protein huyét thanh
41 | E043 ]’f;‘c‘zm S E e My : b - Hitim 3
______ Quy cach: 3 x Iml. Ding cho may AU680 ]
];:);: ﬁ:;;gi::::: Chét kiém chimg mirc thong thudng dé kiém tra chét lugng xét nghiém dinh lugng cia nhiéu loai
s chit phén tich,
44 h ; ; 0
42 | E0 :ﬁ:‘;i:“ (f;::] 4 be | Danesdtig ki v thian phén tir huyét thanh ngudi. ] B3
trong) Quy céch dong géi: 5mi/Lo, Diing cho may AU680
Hoa chét ni kiém |Chét kiém chimg mirc bét thudng dé kiém tra chdt lugng xét nghiém dinh lrgng ciia nhiéu loai
chit lugng céc xét |chét phan tich.
43 g nghiém sinh héa |- Dang déng khé vai thanh phan tir huyét thanh nguai, o Ribdm:3
mirc P (cao) -Quy céch déng géi: S5mi/Lo. Diing cho may AU680
Thude thir chdn doan ding cho xét nghiém dinh luong Urea trong huyét thanh, huyét tuong holic
nudc tidu.
Thanh phan bao gdm:
RI1: TRIS pH 7.8 150 mmol/L
2-Oxoglutarate 9 mmol/L
Hoa chét dung dé AUE 9.75 mmol/L
5 71 z :
44 | E046 Hinhlions e Urease >7 kUL Hop Nhom 3
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STT

HH

45

46

47

48 |

49

E047

Hoa chit dung dé
dinh lugng Uric
Acid

Théng s6 ky thuit

Don vi
tinh

Nhém TCKT
(theo TT
14/2020/TT-BYT)

Thudc thir chén doan ding cho xét nghiém dinh lugng Uric Acid trong huyét thanh, huyét trong

hoic nudc tidu.
Thanh phén bao gdm:
R1: Phosphate buffer pH 7.0 100mmol/L
TOOS 1.25 mmol/L
Ascorbate oxidase > 1.2 kU/L
R2: Phosphate buffer  pH 7.0
4-Aminoantipyrine 1.5 mmol/L
K4[Fe(CN)6] 50 pmol/L
Peroxidase (POD) =35 kU/L
Uricase =250 U/L
Standard: 6mg/dL (357umol/L)
- Khoang do: 0.3 - 20 mg/dL (18 - 1190 pmol/L)
- D chinh xac: CV (%)(ciia d6 tai lap): < 1,31
-TCCL: ISD 13485,CE
-Quy cach dong goi: 8x50mt+8x12.5milh6p. Ding cho may AU680

100 mmol/L

Nhém 3

E048

E050

E053

Héa chét ding dé
do hoat do Alpha-
Amylase

Thudc thir chin doan ding cho xét nghiém dinh lugng Alpha-Amylase trong huyét thanh, huyét
tuong hogc nuée tiéu. Thanh phin bao gém:
RI: Good's buffer pH7.15 0.1 mol/L
NaCl 62.5 mmol/L
MgCl2 12.5 mmol/L
a-Glucosidase =2 kUL

R2: Good's buffer  pH 7.15 0.1 mol/L
EPS-G7 8.5 mmol/L

- Khoang do: Lén dén 2000U/L

- D§ chinh xac: CV% < 1.01

- Dat tigu chudn ISO 13485, CE

Quy cach dong goi: 4 x 20ml+2 x 10ml. Dung cho may AUG680

Nhom 3

Héa chit dung dé
dinh luong Calcium

ALP (Alkalin

..{Phosphatase) |

Hoa chit chudn
Ethanol

Hoa chét ngi kiém
cac xét nghi¢m
Lipid mirc 1
(Trulab L Level 1)

Dung dé dinh lugng lon Calcium trong huyét thanh ngudi, huyét tuong nguii.
- Thanh phan:

[BUF] 100 ml Buffer Solution
Lysine buffer (pH 11.1)
Sodium azide

[RGT] 100 ml Colour Reagent
8-Hydroxyquinoline 14 mmol/l
o-Cresolphthalein-complexone 0.1 mmol/l

Hydrochloric acid 40 mmol/l

[STD] 3 ml Standard

Calcium (I1) 8 mg/dl or 2 mmol/l

Sodium azide 0.095 %

* Khoang do (khoang tuyén tinh): 1én dén 15 mg/dl (3.75mmol/).
- D6 chinh xac: CV (%) (coa d9 tai lap): <3.21

- Dat tiéu chudn chét lugng ISO 13485, CE.

0.2 mol/l
0.095 %

Hop

Nhém 3

chét lugng cho cic xét nghiém dinh lwong lipid. Gia trj va dai chép nhan duge tinh toan theo
Huéng din cua Hoi dong Y khoa lién bang Dirc.

- Dat tiéu chudn ISO 13485, CE

Quy cach: 3 x 3ml. Dung cho may AU680

hop

Nhém 3

E054

Hoéa chit ngi kiém
céc xét nghiém
Lipid mirc 2
(Trulab L Level 2)

Chét kiém chimg (Mirc 2) dang déng khd 6 nguén gbe tir huyét thanh ngui, sir dung dé kiém tra
chét lugng cho cic xét nghiém dinh lugng lipid. Gié tri va dai chip nhén duge tinh toan theo
Hudng din cia Hoi dong Y khoa lién bang i,

- Dat tiu chudn ISO 13485, CE

hop
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STT

M3
HH

Tén hang
hod

Théng s6 ky thuat

Nhom TCKT
(theo TT
14/2020/TT-BYT)

52

E554

B6 test nhanh phat
hién khang nguyén
virus SARS-CoV-2

Xét nghiém nhanh theo co ché séc ky mién dich ding dé phat hién dinh tinh cac khang nguyén
dic higu SARS-CoV-2 hién dién trong miu phét mii hong hogic mau phét mii hong va hdu hong
Thanh phén:

Dung cu xét nghiém (ném riéng 1€ trong thi nhom vai chit hit im)

Ong d&m chiét tach

Nép voi nho giot

Tam bong phét miu tiét tring

Mang phim (c6 thé di kém véi dung cu xét nghiém khi thue hién xét nghiém ngoai triri)
Hudng dén sir dung

Hurdng ddn tham khao nhanh

D6 nhay: 95.5 % (Ct < 30), d6 dac hiéu 99.2%

Tiéu chudn: ISO 13485, CE

Quy cich déng goi: 25 tests/ hop

Test

a3

E129

Innovance D-
Dimer Controls
hoc tuong duong

Sir dung cho noi kiém dé danh gia do 1p lai va do ding ¢ gidi han binh thudmg va bénh 1y dé xdc
dinh D-Dimer trén may dong mau.

- Bugc lam dong kho véi san phdm huyét trong ngudi chira D-Dimer

- D6 én dinh sau hoan nguyén:

7 ngay khi bdo quan & +2 t6i +8 °C

8 gitr khi bao quan & +15 t§i +25 °C

4 tudn khi bao quan & <-18 °C

- TCCL: ISO 13485

54

39

E130

E131

Dade Ci-trol 1
hodc tuong duong

Nhom 2

Nhom 3

- Dang ddng kho, 1a ché phdm tir huyét twong ngudi chira Citrat

- D% én dinh sau hoan nguyén:

16 gitr khi bao quan & +2 t6i +8 °C (dong nép lo)

8 gitr khi bio quan & +15 t6i +25 °C (dong nép lo)

- TCCL: ISO 13485

-Quy céch dong goi: Iml x 10/hop. Diing cho méay CS-2000i + CS-1600

Dade Ci-trol 2
hoic tuong duong

E132

Actin FSL hoiic
tuong duong

Sir dung dé kiém chudn cdc xét nghi¢m déng mau & dai diéu tri chéng dong dutmg udng, gid tri
dugc cung cp cho cac xét nghiém APTT, PT

- Dang déng kh, Ia ché phim tir huyét twong ngudi chira Citrat

- D6 6n dinh sau hoan nguyén:

16 gits khi bo quan & +2 16i +8 °C (ddng nip lo)

8 gids khi bio quan &+15 t6i +25 °C (dong nép lo)

- TCCL: ISO 13485

Hop

Nhom 3

Hgp

Nhom 3

- Thanh phan: Phosphatide chiét xuét tir d4u nanh tinh khiét va tir no tho vai acid ellagic | x
0,0001M véi chdt dém, chit én dinh va chét bao quan.

- D9 6n dinh cia hoa chét sau mg nép: 7 ngay khi bao quan & +2 t6i +15 °C

- TCCL: 1SO 13485

CA Clean I (GSA-
500A) hodc tuong
duong

Hoa chit rira trén hé théng may déng mau ty dong

- Thanh phan: chira Sodium hypochloride 1%

- D) én dinh sau mé ndp: > 1 thang khi bao quén & 2 téi § °C
- TCCL: ISO 13485

58

El134

Calcium Chloride
(0.025mol/L) hotic
trong duong

59

El135

Control plasma N
hodc tuong duong

Sir dung nhur ho4 chét bé sung trong céc xét nghiém dong mau

- Thanh phén: dung dich CaCI2 0.025 mol/L

- D6 dn dinh ctia hoa chit sau m ndp: § tuin khi bao quén & +2 tai +25 °C
- TCCL: ISO 13485

Hop

Nhom 3

Sir dung dé kiém chuin dai binh thung cho cac xét nghiém PT, TT, batroxobin time, Fibrinogen,
céc yéu td déng méu, cic chit irc ché, Plasminogen, khéng déng luput, protein C.

- Thanh phén: chira huyét tuong tir mu ciia nhimg ¢4 nhan hién mau khoe manh, dung dich dém
HEPES (12g/L), khong chra chit bao quan.

- B$ én dinh sau hoan nguyén:

4 giv khi bao quan & +15 tdi +25 °C

4 tudn ¢ khi bao quan & -20 °C

- Dat TCCL: chat lugng ISO 13485

-Quy cach déng goi: 1mix10 lo/Hop. Dung cho méy CS-2000i + CS-1600

Hop

Nhom 3
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61

62

64

65

66

67

E136

E137

E138

Control Plasma P
hofic tuong dwong

Owren's Veronal
Buffer hogc tuong
dwong

Thrombin (100NIH
U/ML) hoic tuang
duong

Théng s6 ky thuit

Nhém TCKT
(theo TT
14/2020/TT-BYT)

Sir dung dé kiém chudn dai bénh Iy cho céc xét nghiém APTT, PT, Fibrinogen, cic yéu t6 dong
mau, cac chit irc ché, Plasminogen.

- Thanh phén: chira huyét twong tir mau ciia nhimg c nhan hién mau khoe manh, dung dich dém
HEPES (12g/L), khong chira chét bao quan.

- D¢ 6n dinh sau hoan nguyén:

4 gitr khi bao quan § +15 toi +25 °C

4 tudn & khi bao quan & < 20 °C

= TCCL: 1SO 13485

Nhoém 3

L4 Dung méi pha loang cho cac xét nghiém dong mau

- thanh phén: 2,84 x 0.01 M sodium barbital in 1.25 x 0.1 M sodium chlo-ride; pH 7.35 + 0.1
- D¢ 6n dinh ciia hoa chét sau mé ndp: 8 tudn khi bao quan & +2 t4i 8 °C

-TCCL: 1SO 13485

-Quy cach dong goi: 10 x 15ml/hgp. Ding cho may CS-2000i + CS-1600

Str dung dé xac dinh nong d9 fibrinogen trong huyét trong
- Thanh phén: Thrombin bo dong khé (Xap xi 100 1U/ml) v6i chét én dinh va dung dich pha
lodng,

- D§ én dinh ctia hoa chit sau hoan nguyén:

5 ngdy khi bao quan & +2 t6i +8 °C (déng nép lo )

8 gi0 khi duge bao quan & +15 to +25 °C (déng nép lo)

E139

E140

El4]

El42

E267

Cuvette (SUC-
400A) hodc tuong
duong

“Ichat lidu: Polystyrene

Nhém 3

Hop

Nhém 3

- Dubng kinh miéng ngoai 10mm
- Buting kinh long trong 8.1mm
- D) cao 29.8mm

- Budng kinh day 6.75mm

- Pat tiéu chudn SO 13485

Innovance D-
Dimer Kit hosic
trong duong

STANDARD
HUMAN
PLASMA hozc
tuong duong

Thromborel S hoic
trong duong

Cellclean (CL-50)
hogc twong duong

Sir dung dé dinh lugng D-Dimer trong huyét thanh ngudi gdm cdc hoa chit nhu sau:
D-Dimer Reagent: dang ddng kho, gbm Polystyrene particles phi khéng thé don dong chust
(0.1g/L), Albumin huyét thanh ngudi (0.5g/L).

D-Dimer Buffer: Dang long, dung dich muéi dém, dextrane va imidazole (13g/L)

D-Dimer Supplement: dang 16ng, dung dich muéi vei proteins (Heterophilic

Blocking Reagent — chugt; 0.63 g/L)

D-Dimer diluent: dang long, dung dich mudi va Imidazole (6.8 g/L)

D-Dimer Calibrator: huyét tuong ngudi dong kho co chira ham lwgng D-Dimer (5.0 mg/L. FEU)
- D 6n dinh sau hoan nguyén déi véi céc hoé chét trr D-Dimer Calibrator

4 tudn khi bao quan & 42 t6i +8 °C

4 tuén khi bao quan & < -18 °C

- D6 6n dinh sau khi hoan nguyén déi v6i D-Dimer Calibrator:

4 gitr khi bao quan & +15 t4i +25 °C

- TCCL: 1SO 13485

-Quy cach dong goi: 3x4ml rgt + 3x5ml buffer + 3x2.6ml Supplement + 3x5ml dil & 2x1ml
calib/hgp. Ding cho may CS-2000i + CS-1600

Hop

Nhom 3

Nhém 3

Sir dung dé higu chudn cho cac xét nghiém PT, Fibrinogen, cac yéu td dong mau, céc chét trc ché,
Plasminogen.

- Thanh phén: Chira huyét twong duge chéng dong bing citrate tir mau nguei.

- D§ 6n dinh sau hoan nguyén:

4 gitr khi bao quan & +15 tai +25 °C

4 tuan & khi bio quan & < -20 °C

Sir dung dé xéc dinh thoi gian déng mau prothrombin (PT)

- Thanh phin chira thromboplastin nhau thai ngudi (=60g/1), CaCI2 (khoang 1.5g/1) va chit bao
quan

- B0 bn dinh ctia hoa chit sau hoan nguyén:

5 ngay khi bao quan & +2 t¢i +8 °C (dong nép lo )

2 ngay khi bao quan ¢ +15 6i +25 °C (mé ndp lo)

8 gitr khi duoc bao quan & +37 °C (mé nip lo)

- TCCL: ISO 13485

Hop

Hop

Nhom 3

Nhém 3

“|Hoa chit: La chat tiy kiém manh ding d loai bo céc chét phan img, du lugng té bao va cac

protein trong méu con lai trong h¢ théng thiy Iyc ciia may huyét hoe,
Bio quin ¢ 1 - 30 46 C, noi t6i, tréanh anh sang mat troi tryc tidp

Sau khi m& nép én dinh trong vong 60 ngay

Thanh phén: Sodium hypochlorite (co chira clo ti 18 5,0%)

- TCCL: ISO 13485

Lo

Nhom 1




Page 10

Ma | Tén han i Pon vi | Nhom TCKT
STT - 3 g Thong so ky thuit P (theo TT
H hod tinh 14202018V T)
Hoa chit pha lodng méu toan phén sir dungchomay g R R s e
- Thanh phén: Sodium Chlorride 0.638 w/v%, Boric Acid 0.10 w/v %, Sodium Tetraborate 0.02
w/v %, EDTA-2K 0.02w/v %
| ; s
68 | E268 E;a]cpf;;n@guig[‘) - Bio quan: 6 1-30d5 C Thiing Nhém 4
; g € | saukhime ndp 6n dinh trong vong 30 ngay
- TCCL: ISO 13485
-Quy cach déng goi: 20L x 1/thiing. Diing cho may XT-1800i
Chit kiém chudn méy xét nghiém huyét hoc
Chit kiém chudy |-Thanh phén: c6 ngudn gdc tir mau ngudi va mau dong vat, §
69 | E269 [may huyét hoc mirc |- B0 quan: tir2-8.do C E : Lo Nhom 3
1 - Sau khi m& ndp 6n dinh trong vong 7 ngay
- TCCL: ISO 13485
-Quy cach déng goi: 4.5ml x 1/lo. Ding cho may XT-1800i
Chét kiém chuin may xét nghiém huyét hoc
Chit kim chugn |-Thanh phén: ¢6 ngudn gdc tir mau ngudi va mau dong vat.
70 | E270 [may huyét hoc mirc | o St tir 2 -;8 do_ e i . Lo Nhém 3
> - Sau khi m& nép 6n dinh trong vong 7 ngay
- TCCL: ISO 13485
227 oo foml o DingduosyRIIBO0 - oS e el e
Chét kiém chun may xét nghiém huyét hoc
Chét kiém chugn |"Thanh phén: ¢ ngudn gdc tir mau ngudi va méu déng vat.
71 | E271 |méy huyét hoc mirc | b qu_én: e -;8 dg & . Lo Nhom 3
3 - Sau khi m& nap 6n dinh trong véng 7 ngay
- TCCL: ISO 13485
-Quy cach déng goi: 4.5ml x 1/lo. Diing cho may AT-18000 oo
Hoa chiit sir dung dé phan tich sé dém bach cAu hat wa kism Basophil va téng sé dém bach ciu
StronTatolyser £B bing phuong phap dém té bao dong chay sir dung laser bén din.
~Thanh phan: Nonionic surfactant 0.4% : :
72 | E272 :i?:\-."zj(l)r{();:) hoze | Béo quin & duti 30 d5 C Chai Nhom 1
BLEE - TCCL: ISO 13485
-Quy c4ch dong g6i: 5L x 1/chai. Dung cho méiy XT-1800i
Hoa chit ly giai dé pha v hong cdu va chat nén té béo, dugc sir dung dé phan tich cic thanh
phén bach céu va s6 lugng bach ciu trén méy phén tich huyét hoc
Baoquan §2-35d6C
73 | E273 itr:cn:f:;);ysgr-;?L Sau khi mé& nép én dinh trong vong 90 ngay Chai Nhom 4
5 GEvIE Thanh phan: Nonionic surfactant 0.18%, Organic quatemary ammonium salts 0.08%
- TCCL: ISO 13485
-Quy céch déng goi: SL x 1/chai. Ding cho may XT-1800i
Hoa chét nhuém té bao bach ciu trong cac miu da pha loAng va da ly gidi, duoc sir dung dé phan
tich céc thanh phan bach ciu va s lugng bach ciu trén may phén tich huyét hoc.
-Thanh phin:
Stromatolyser-4DS | Polymethin dye 0.002%, Methanol 3%, Ethylene glycol 96.9% 7 :
74 | B2 twong duong |- Bao quan: 2 - 35 dg C Sl Mo
- Sau khi mé nép n dinh trong vong 90 ngay
- TCCL: ISO 13485
-Quy cach déng g6i: 42ml x 3/chai. Dung cho may XT-1800i
Hoa chat ly gii hdng ciu nhim xéc dinhnong 40 huyétsiic td rong mlu |
Sulfolyser (SLS- -Thanh phén: Sodium Lauryl Sulfate 1.7 g/I
-Baoquin: §2-30d6C
h S 3 i
75 B4 jig}:) MRE Arg - Sau khi mé nap 6n dinh trong vong 60 ngay Thithg N4
& - TCCL: ISO 13485
-Quy cach dong g20i: 5L x 1/chai. Diing cho may XT-1800i
Cartridge Do Do céc thong s6 Khi méau (pH, p02, pCO2)/ /Hematocrit Gom: dung djch A, dung dich B, dung
b chg(M 4y kni |dich C, dung dich tham chiéu
76 | E276 i) ode tffron Gidi han do: pH khoang 6,8-7,8, pO2 0 -760 mmHg, pCO2 5,0-115 mmHg, Hematocrit 15-65% Test Nhom 1
- g ®  |rccL: 150 13485, FDA
g -Quy céch dong goi: 150 test/ Hop. Ding cho may do khi mau G3500
Catidesbio Do cée théng sé Khi méau (pH, p02, pCO2)/ /Hematocrit
BG/Hcg(Ma khi Gém: dung dich A, dung dich B, dung dich C, dung dich tham chiéu
iy E277 mu) b licmg Gidi han do: pH khoang 6,8-7,8, p02 0 -760 mmHg, pCO2 5,0-115 mmHg, Hematocrit 15-65% Test Nhdm |

duong

TCCL: ISO 13485, FDA.
-Quy cach déng goi: 300 test/ Hop. Dung cho may do khi mau G3500
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- A 3 Nhém TCKT
Ma | Tén han . e Don vi
STT i Thong so ky thust . {theo TT
HH hoa tinh |14n020rrBYT)
?ha‘mh i —
1) Proteolytic enzyme 5~ 15%
Washing Solution  {2) Nonionic surfactant 1~ | 0% )
L Nhém 3
78 | E329 hodc tuong duong  |3) Glycolic solvent 1~10% ? =
4) Purified Water 70~ 85%
______________ Quy cach: 25 ml/lp. Dung cho may Méy dién giai EX-D _
Hoa chit nira trén hé théng may dong mau tyr dong
CA Clean Il (GSB- |- thanh phén: chira Hydrochloric acid 0.16%; Non-ionic surfactant 0.50%
79 | E339 {500A) hoac tuong |- Do 6n dinh sau mé ndip: > 2 thang khi bao quéan & 5 téi 35°C Hop Nhém 1
duong - TCCL: ISO 13485
...................................... Quy céch dong g S00m! x 1/hdp. Ding cho méy CS-2000i + CS-1600
Dung dé do thi gian thromboplastin timg phén dwoc hoat hoa (APTT).
APTT Si L Minus | Thanh phén c6 hat kich hoat dang keo( mangnesium-aluminium-silicate) cho do nhay téi wu vai
80 | E340 o tune duong: |9 yéu td thiéu hut va Heparin. Hoa chét ciing chira Photpholipids véi cac chat dém va én dinh. Hop Nhom 3
*HWOMECHINE. | Calcium Chioride 0,025M - dung dich canxi Chloride néng 6 0.025M
Doéng goi: 5x5mL; 5x5mL. Ding cho may Trombolyzer XRM
------ Hoa chit cho phép dinh lugng néng do Fibrinogen trong huyét tuo‘n‘g. ngt‘rbi.
Bo kit hod chat bao gém:
Clauss Fibrinogen |- Thrombin 100 NIH/ mL
81 E341 1100 hofic twong - Fibrinogen calibrator Hop Nhom 3
duong - Imidazole buffer
- Kaolin suspension 0.5 g/L,
_____________ Dong g6i: 5x2mL; 2x1mL; 2x25mL; 2x5mL /hip. Ding cho méy Trombolyzer XRM
Thromboplastin L |2 dé do thdi gian Prothrombin (PT)
82 | B3z fice mo: dwone | Thanh phdn 6 mé no thé ciing véi Canxi Chloride, céc chét bao quan va cic chit én dinh Hop Nhom 3
: g B Doéng gai: 8loxSml/hdp. Diing cho may Trombolyzer XRM
i [Hioa chilt kiém chian cho xét nghiam done i
Hes thbtiabn Thc? tich d:m?g gm: 1 ml g : ; i
chudnthio et Tha:'ah phan; dém va‘ huyet tucmg'dong khé.cua ngudi
83 | E343 ik déﬁ may [P0 On dinh: Hoa chét chua mé néip dat do én dinh dén hét han sir dung dugc in trén nhan Hop Nhom 3
g% & Hoa chét da pha dat én dinh trong 8 gitr khi bao quén & 2 - 8°C; dat én dinh trong 4 tudn khi bao
mirc N T
quan ¢ -20°C
Déng goi: 10 x Iml/hdp, Iml/lo. Ding cho may Trombolyzer XRM
Dang dung dich, khong mau, mui dac trimg
. Dung dé rira kim hat miu may déng may, tranh gy nhidm chéo
Clean Solution ; : Sl S L 3 ; A
84 | E344 hoSclmme deg Hoa chat chura mé néip dat én dinh dén hét han sir dung Hop Nhém 3
g & |Hoa chét me n&p dat 6n dinh trong 6 ngay dat trén may
T ht_':_ _t:’.c'hi 16x15ml. Diing cho may W onieo 1 SR G WL
Dung dich rira
Dimgaioh Lrang ):hall1 vét ly: chat 1ong
85 | E345 |CLEANAC 710 Df’”'H_a;‘ CitEss Can Nhom 3
hodc tuong duong Q,p Al e Ui
Thanh phan: ethylene glycol monophenyl ether
! S Lol LRV B SR S R (R
Dung dijch rira dam dic
g [T ot
86 | E346 |CLEANACSI10 TH LT DL VAl Bé Nhom 3
hodc tuong duon D0 pH: 10 dén 13
P IUCRE FUTNE - Mantyphiin: Nacio
X Bong géi: 3x15ml/ bg. Diing cho AL e M T
Dimng dé ly giai mang té bao hdng ciu dé do Hemoglobin
Dung dich Trang thai vat ly: Chat long
HEMOLYNAC Mau: khong mau .
: N 3
87 | BT ot D6 pH: 7.0 dén 7.6 2 L
2 p
duong Thanh phén: Dung dich hoat ding bé mat cation
e I ettt o o L
Dung dé ly giai mang té bao hdng cau cho phén tich § thanh phén bach ciu
e M e ok A
HEMOLYNAC i . .
S i [ Can Nhom 3
88 | E348 510 ok tuong Mui: khdng muii

duong

Dj pH: 8.0 dén 8.6 :
Thanh phén: Dung dich hoat dong bé mit anion

Bong goi: 250ml/can. Ding cho may Celltac G
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HH hoa tinh  |14n020r1-BYT)
Diing dé pha loang méau cho dém té bao
Trang thai vit li: chit long
Mau: khéng
Dung dich Mui: khong
89 E349 |ISOTONACS3 hozc |Pd pH: 7,35 dén 7,55 Can Nhom 3
turong duong Tinh tan: tan trong nudc
Thanh phén: 2 -Hydroxymethyl-2-nitro-1, 3-propanediol, 0,01% Natri clorid, Sulfate, dém Tris,
mudi EDTA
Béng géi: 18l/can. Ding cho méy Celltac G
Ding dé QC may
Trang théi vat li: chat long
: % Mau: d6 sim
90 | E350 1 e D6 pH: trung tinh Ong Nhém 3
hoic trong duong 2 s
Tinh tan: tan trong nuéc
Thanh phan: Hong ciu ngudi, bach ciu bj kich thich va tidu ciu cia déng vit co via
Déng goi: 6x3ml/ Hop, 3m/1 lg. Diing cho may Celitac G
Ol Str dung cho méy xét nghi¢m nudc tiéu - Do duge 11 thong s6 Glucose, pH, Protein,Hong céu, ;
91 | E351 T thasd Ketones, Nitrite, Bilirubin,Urobilinogen, ty trong, Leukocytes, acid Ascorbic Hop Nhoém 3
_______ & - Quy céach doéng gbi: 150 test/hdp. Dung cho may Urilyser Auto
Hod chit kiém chuin danh cho xét nghigm hoa sinh thudmg quy, mirc 1
- Thanh phén: huyét thanh ngudi, dang dong khod
R - Bao gom 83 thong sb cho xét nghiém hoa sinh, trong do6 cd thong s6 LDL.
92 | E352 H.é? chaf Hoi ki Thong s xét nghiém enzym va CO2 ¢6 tinh én dinh cao Lo Nhom 1
Lipid mie:] - Péng g6i: Hop/12 Io x 5 mL
- Béo quéan: 2-8 ° C, han sir dung 3 nim
- Tiéu chuén chét long: ISO 13485. Dung cho may ADVIA 1800
Hod chét kiém chudn danh cho xét nghiém hoa sinh thudmg quy, mirc 2
- Thanh phan: huyét thanh ngudi, dang dong kho
T e Bao gé;m 83 thong sd cho xét nghiém hoa sinh, trong do c6 thong s LDL.
93 E353:8 )= =as Thong s6 xét nghi¢m enzym va CO2 c¢6 tinh én dinh cao Lo Nhom 1
Lipid murc 2 ; o
- Dong goi: Hop/12 1o x 5 mL
- Bédo quéan: 2-8 ° C, han sir dung 3 niim
- Tiéu chudn chét e DE Dl Dinpchomiy ADVIAIBN0 - 2o e aidwets st ol inet
Muc dich sir dung: dinh lugng thyroxine tir do (FT4) trong huyét thanh hosic huyét tuong (co
chira heparin holic EDTA) .
-Bao quan: 2-8°C
- Thanh phén:
- Hop thudc thir chinh:
Hoa chat dung dé |+ Thude thir Lite: 5,0 mL/hdp 2 :
94 | E355 dinh luong FT4 | T4 dugc gén nhan acridinium ester (~0,2 pg/mL) trong chét dém natri barbital (1,03%); chit n Hew i 3
dinh protein; EDTA, natri azit (< 0,1%)
+ Pha rén: 15,0 mL/hop
Khing thé tho khang T4 da dong duogc biotin héa (~0,525 pg/mL) lién két véi avidin
- Khoéng do: 0.1-12 ng/dL
bong goi: 50 test/hdp. Ding cho may ADVIA CENTAUR XPT
Muc dich sir dung: dinh lugng triiodothyronine (T3) trong huyét thanh.
- Bdo quén; 2-8°C
- Thanh phén:
- T ;|- Hop thude thir chinh:
95 | E356 ;i‘;i TE“’ d“?% % |+ Thuée thi Lite: 8,0 mL/Mop: Khing thé chugt don dong khéng T3 (~60 ng/mL) Hép Nhém 3
RALEVOR + Pha réin: 24,0 mL/h0p: Chat twong ty T3 (~13,3 pg/mL) duoc lién két cong hoa tri véi cac hat
thuan tir trong dung dich dém HEPES
- Khoang d0:0.1-8 ng/mL
Déng goi: 80 test/hdp. Diing cho may ADVIA CENTAUR XPT
Mue dich sir dung: dinh tinh ddng thoi khéng nguyén p24 ciia vi rt gdy suy gidm mién dich &
ngudi v khing thé khing vi rit gdy suy giam mién dich & nguoi tuyp I (bao gom ca nhém “O™)
vi tuyp 2, trong huyét thanh va huyét tuong (c6 chira potassium-EDTA)
- Béo quan: 2 -8°C
- Thanh phin:
- Hop Thubc thir chinh;
Dinh tinh ddng + Thude thir Lite: 5,5 mL/hop: khang nguyén tai 18 hgp ciia HIV (~0,1 pg/mL) va khang thé
96 | E357 |thdi HIV Ag/Ab  |khéng HIV (~0,004 pg/mL) Hop Nhom 3
Combo + Pha réin: 10,5 mL/hdp: vi hat thudn tir dugc boc bing streptavidin da duoc tao tir trude véi
khang nguyén HIV (~2,0 pg/mL) va khéng thé khdng HIV (~3,0 ng/mL)
+ Thudc thir bd sung: 5,5 mL/hdp: khang nguyén tai 16 hop ciia HIV (~1,0 pg/mL) va khang thé
khang HIV (~1,5 pug/mL)
- Lo chét hiéu chudn CHIV CAL: 02 ml/lo
- Khoéng do0:0.05-12.0 Index
Dong géi: 100 test/hgp. Ding cho may ADVIA CENTAUR XPT
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Muc dich sir dung: dinh lrgng hooe mén kich thich tuyén gidp (TSH, thyrotropin) trong huyét
thanh
-Béo quan: 2-8°C
TR S : |- Thanh phan:
97 | E3s8 ;‘;; ?2:}2‘;’,‘5;3 - Hop thudc thir chinh: Hop Nhém 3
2 *+ Thudc thir Lite: 5,0 mL/ hgp: khéng thé don dong cuia chuét khéng TSH (~333 ng/mL)
+Pharin: 22,5 mL/ hop: khang thé da dong cia ciru khang TSH (~43 pg/mL)
- Khoang do: 0.010-150 pulU/mL
1 Bong goi: 100 test/hdp. Ding cho may ADVIA CENTAUR XPT
Muc dich sir dung: dinh lugng thyroxine (T4) trong huyét thanh
- Thanh phén:
- Hop thude thir chinh:
98 | Easo |Hoa chit ding dé |+ Thuég thir Lite: 10,0 mL/hgp: Khang thé don dong ciia chudt khang T4 (~1 ug/mL) Hop Nhom 3
dinh lugng T4 + Pha ran: 25,0 mL/hép: hat thudn tir trong dung dich dém sodium barbital c6 chét én dinh
protein, ANS, EDTA va sodium azide (0,1%)
- Khoang do: 0.3-30 pg/dL
Béng géi: 100 test/hop. Dung cho mdy ADVIA CENTAUR XPT
Muc dich sir dung: dinh tinh khang nguyén bé mit viém gan B (HBsAg) trong huyét thanh va
huyét trong nguai (c6 chira EDTA, lithium-heparin, natri-heparin hofic natri-citrate)
- Thanh phin:
- Hop thude thir chinh:
+ Thude thir Lite: 8.0 mL/hop: khang thé don dong ctia chuét khang HBsAg dugc danh ddu bing
: S B acridinium ester (~0.6 pug/mL)
[}i{;; ;:;:ISZdLnZn + Pha ri"m:’ 21.0 mL/hép: Céc hat tir latex duqc boc béing streptavidin (60 mg/dL)
99 | E360 b S i - Hop thudc thir phu: 25.0 mL/hép: khéng thé don dong ciia chudt khang HBsAg da biotinyl hoa Hép Nhom 3
s m e B D ne/mL) va khing thé don dong ciia chudt khing HBsAg dugc danh ddu bing acridinjum
(HBsAg)
ester (~0.3 pg/mL)
- Lo chét hiéu chuin HBsAgll:
+ Cal H: HBsAg ngubi da tinh sach trong dung dich dém ¢6 natri azit (< 0.1%);
-+ Cal L: dung dich dém c6 natri azit (<0.1%)
- Khoang do: 0.1-1000 Index
Bong goi: 200 test/hdp. Ding cho miy ADVIA CENTAUR XPT
Muc dich sir dung: dinh lugng cortisol trong huyét thanh hofic nudc tidu
- Bao quan: 2-8°C
- Thanh phén
- Hop thudc thir chinh:
100 | E361 Héa chiét dung_dé + Th'uéqc thir Litle: 235 mL/ hép: Cortisol (~ 1.7_ ng/mL) danh déu;acridinitfm este trong dung dich Hop Nhém 3
dinh lugng cortisol |mudi dém: natri salicylate (~ 50 mg/mL); natri azide (0,1%); chét bao quan
+ Pha rn: 12,5 mL/hop: khang thé tho khang cortisol (~1.1 pg/mL) gén khang thé don dong
chudt khang IgG tho (~ 56 pg/mL)
- Khoang do: 0.50-75 pg/dL
Daéng géi: 50 test/hdp. Dung cho may ADVIA CENTAUR XPT 3
Muc dich sir dung: chi ding chén doan in vitro nhim hiéu chuén cac xét nghiém: AFP, CEA
_— AE:[S‘;,"“‘;”@ ig_:ff tqlizn;ngn(g: d6, mi néng d6 2 lo o ik
101 t(fr{mg duo:g ope 2,0 mL/lo. Sau khi hoan ngu){én, néng do thdp hoiic cao AFP, CEA trong dung dich dém BSA co 2
sodium azide (< 0,1%) va chét bao quan
Dong géi: 2 x 2 x 2 ml. Dung cho may ADVIA CENTAUR XPT
ADVIA Centau Muc dich sir dung: dung dich tham gia phan img mién djch
Acid/Base reagent |- Bao quan: 4-25°C
102 | E363 for - Thanh phén: Hop Nhom 3
Centaur®/Centaur®|- Lo Acid: Hydrogen peroxide (0.5%); nitric acid (0.IN)
XP hoiic tuong - Lo Base: < 0.25 N sodium hydroxide va chét hoat dong bé mat
duong __|Péng goi: 2 x 1500 ml. s T | s A LS
ADVIA Centaur®
103 | E364 [Ancillary Probe Th-z'mh p.[r.\én: sodium hy.droxidc < :_z% Hop Nhom 3
Wash 1 hogc tuong |Pong goi: 2 x 25 ml. Dung cho may ADVIA CENTAUR XPT
............... duong .
ADVIA Centaur® {\dBu:Odizl; lfuzd}:ggc - Dung dich tdy rira hé théng
104 | E365 |Cleaning Solution | s ?[nh' e Hop Nhom 3
hofic twong duong : i g
PUREL X Tl Ding cho miy ADVIACENTAURXET b
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Muc dich sir dung: - Chi diing chdn doan m vitro nhim hi¢u chudn cic xét nghlem Corlisol‘;“"m""“ ......................
Progesterone; Testosterone
ADNIA Certtancy ;)zglefnﬁégnzc;:g%o m&i ndng 6 2 lo + Phiéu gia trj cu thé cho timg 16 chét higu chudn
: ; j cu igu chua . ;
105 | E366 t(i:;\ﬁ Edfr:f hoge 2,0 mL/lo Hop Nhém 3
g & Sau khi hoan nguyén, néng do thip hoic cao cia Cortisol; Progesterone; Testosterone trong huyét
thanh ngudi c6 sodium azide (0,1%) va chét bao quan
Déng goi: 2 x 2 x 2 ml. Diing cho may ADVIA CENTAUR XPT
Centaur® 3 H
Cong do phén (mg bang nhwa ding 1 Ian < :
106 | E367 |Cuvetes, 3000 Pes P6ng goi: 3000 pes. Diing cho méy ADVIA CENTAUR XPT =10p Ao &
hodc tuong duong
--------- Muc dich sir dung: theo ddi hidu ning cuacac xét";1g iém HBsAg, HBsAgll va HBsAg
ADVIA Centaur® Cg’;gm:‘:g P
107 | E368 |HBSAG bk - Thanh phén: huyét twong ngudi duoc tai hép thu canxi duong tinh va 4m tinh véi HBsAg co Hep hdu S
hoiic tuong duong £l ;
chat bdo quan
St ere s ml Dhepchomiy ABNIN CENRAURBIPIS. - - i e il
Muc dich sir dung: chi diing chén dodn in vitro nhim hiéu chuin cdc xét nghiém: Digoxin, FSH,
LH, Prolactin, Total hCG, TSH
ADVIA Centaur® | g:i :li::r'uer-lgn(; 9, mdi néng dd2lo
108 | E369 tcf:; BdZ(}:K hoge 5,0 mL/lo. Sau khi hoan nguyén, néng d9 thip hozc cao cc chit Digoxin, FSH, LH, Prolactin, Hop Hheud
ARG Total hCG, TSH trong huyét thanh ngya o6 sodium azide (< 0,1%), chit bo quan va chit én dinh
protein
Déng géi: 2 x 2 x 5 ml. Ding cho méy ADVIA CENTAUR XPT
ADVIA Centaur® D;zi :i:::‘;a :'g
- et - i H - Nh .
109 1 Fa :";‘:etyzsh 55 Bg tinh: 50 mi hop 0 i
0 UONE QU8 15ng g6i: 1 x 50 ml. Ding cho méay ADVIA CENTRVR M s o cpennim b i e a i e
Centaur® Sample ol et L 3 2 4
) Bau ¢én hit méu bing nhira ding mot lin 4 :
N
110 | E371 g:r';snlg“’a“ "8 1pong gbi: 6480 Pos. Ding cho méy ADVIA CENTAUR XPT Hip Hines
.............. e e 33 b
T3/T4/VB12 Muec dich sir dung: - Dung dich tham gia cac xét nghiém T3, T4, VB12
111 | E372 |Ancillary Reagent |- Bao quén: 2-8°C Hop Nhom 3
2PK hoic tuang Déng goi: 2 x 25 ml. Ding cho may ADVIA CENTAUR XPT
Qe e PRI . - W0 ) o oo e oL
Muec dich sir dung: chi ding chin doan in vitro nhim hiu chudn céc xét nghiém: FT3, T3, T4,
Tup, FT4, THEO2
ADVIA Centaur® |- Béo quan: 2-8°C
112 | E373 |CALA2PK hoc |- Dic tinh: 2 ndng do, mdi ndng do 2 lo Hop Nhom 3
twong duong 5,0 mL/lo. Sau khi hoan nguyén, ndng d¢ thdp hodc cao cac chit FT3, T3, T4, Tup, FT4, THEO2
trong huyét twong ngudi ¢ sodium azide (0,2%), chat béo quan va chit én dinh protein
Dong g6i: 2 x 2 x 5 ml. Ding cho may ADVIA CENTAUR XPT
............. Pk e S d:ch iy
Wash 1 Reagent - Béo quan: 4-25°C
113 | E374 |for Centaur® XP |- Bic tinh: 2 lo: Dung dich nuéc mudi sinh 1y dém photphat c6 natri azit (< 0,1%) va chiét hoat Hop Nhom 3
only hoéic twong ~ |dong bé mat
..... 'c_i_ui..rgng Dong gbi: 2 x 2500 m!_._Pimg cho may ADVIA CEI}ITAUR XPT
<ok x| Hoa chdt néi kiém tra que thir nude tiéu mirc 1
Hie et ool oo ol Dang long sir dung ngay, chira 13 théng s6
114 | E383 :guq:i,r?:' M| TOCL: 18O 13485 9 o
e f Uy cich déng g6i: 12mi/Lo :
- 13 et » O 5 .
115 | E384 :irguq:nc&::h;r g | TeCL: 1SO 13485 Lo Nhom 3
........................... -Quy céch dong g6i: 12ml/Lo ;
Muc dich sir dung: - hiéu chudn danh cho phuong phép C-Reactive Protein_2 (CRELZ) ooy S| T S S S
Hoa chat chuén - Bdo quan: 2-8°C dén ngay hét han (chua m&) hodc 60 ngay sau khi ma s 3
116 | E387 | o - Thanh phén: 6 ndng dd, mdi néng 5 1 lo; 1,0 mL/lo Hop Nhém 3
Béng géi: 6 x 1 ml. Diing cho may ADVIA 1800
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117

118

120

E388

E389

CHEM CUVETTE
CONDITIONER
hogc tuong duong

Théng sb6 k§ thuit

Nhém TCKT
(theo TT

Muc dich sir dung: - Dung dich tréng cong phan tmg

- Béo quan: 5-25°C

Thanh phan: 1 lo

1000 ml/ I

Axit Sorbic 0,2%, axit citric 0,076%, Triton X-100 1,6%

trong nudc; pH cua dung dich 2% =
4.3-5.7

ADVIA® CHEM
CUVETTE WASH
SOLUTION hoac
trong duong

Muc dich sir dung: - Dung dich rira cong phan img

- Bao quan: 5-25°C

- Thanh phén: 1 lo: 2000 miflo, Sodium hydroxide <= 5%

Dong goi:1 x 2000 ml. Dimg cho may SINH HOA ADVIA 1800

E391

ADVIA®
REAGENT
PROBE WASH 2

Hoa chat ding dé
do hoat dé Alanine
Aminotransferase
(ALT)/GPT

121

122

E392

E393

E394

Nhom 3

Muc dich sir dung: dung dich rira kim thudc thir 2
- Bdo quan: 5-25°C
Dong goi: 5 x 250 ml. Ding cho may ADVIA 1800

Hop

Nhom 3

Muc dich sir dung: dinh lugng hoat tinh ciia alanine aminotransferase trong huyét trong va huyét

thanh ngudri

- Bao quan: 2-8°C

- Bong goi: 7 lo thude thir R1 + 7 lo thuée thir R2.
+ Lo thude thir R1: 38 mL/ lo. L-Alanine (610 mmol/L), LD (tim heo) (= 1,2 KU/L); Sodium
azide (0,09%).

+ Lo thudc thir R2: 11,2 mL/ lo. a--Ketoglutarate (93 mmol/L),
azide (0,09%)

- Khodng do: 0-1100 U/L

- D0 lap lai: CV < 1.7%

- Do tai lap: CV <3.1%

NADH(1,41 mmol/L), Sodium

Hoa chét dung dé
do hoat do
Aspartate
Aminotransferase
(AST)Y/GOT

Hoa chit dang dé
dinh luong Calcium

CHEM
INCUBATION
BATH OIL hoiic
tuong duong

Muc dich str dung: duge sir dung dé chin doan trong 6ng nghiém khi dinh lugng hoat tinh ciia
aspartate aminotransferase trong huyét trong va huyét thanh ngudi

- Bdo quan: 2-8°C - Dong géi: 7 Io thude thir R1 + 7 lp thuée thiy R2.

+ Lo thude thir R1: 38 mL/ lp. L-Aspartic acid (290 mmol/L), MDH (> 0,42 KU/L), LD (tim heo)
(2 0,60 KU/L), Sodium azide (0,09%).

+ Lo thude thir R2: 11,2 mL/ lo, o-Ketoglutarate (74,4 mmol/L)
azide (0,09%)

- Khodng do: 0-1000 U/L

, NADH (1,41 mmol/L), Sodium

Muc dich sir dung: dinh lugng canxi trong huyét thanh, huyét trrong ngudi (lithium heparin) va
nuée tiéu.

- Bdo quan: 15-25°C

- Thanh phén:8 lg thuéc thir R1

- Lo thuée thir R1: 68 mL/ o

Sodium acetate pH 5,9 (54,2 mmol/L); Arsenazo III (188 pumol/L); Chét én dinh khéng phan tmg
- Khoang do:- Huyét thanh, Huyét tuong: 0.9-16.0 mg/dL (0.23—4.00 mmol/L)

= Nude tiéu: 1-32 mg/dL (0.25-8.0mmol/L)

- P§ lap lai:

- Huyét thanh, Huyét tong: CV < 1.4%

- Nude tiéu:CV < 1.2%

- Do tai lap:

- Huyét thanh, Huyét trong:CV < 2.1%

- Nude tidu:CV < 3.0%

Bong goi: 8 x 550 test. Dung cho may ADVIA 1800

Hop

Hop

Nhom 3

Nhém 3

Nhom 3

Muec dich sir dung: - Dung dich déu 0 trong budng phan img
- Bao quan: 5-25°C

Thanh phan: 1 lo

29 Lo

Fluorocarbon khéng phan img

Nhom 3
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E395

Héa chit dung dé
dinh lugng
Cholesterol

Muc dich sir dung: sir dung dinh lirgng cholesterol trong huyét thanh va huyét trong nguisi

- Bdo quan: 2-8°C

- Thanh phén: 7 Io thudc thi R1

+ Lo thudc thir R1: 38 mL/ lo: 4-Aminoantipyrine (0,25 mmol/L); Phenol (6,00 mmol/L);
Peroxidase (horseradish) (= 0,50 U/mL); Cholesterol Esterase (Pseudomonas) (> 0,20 U/mL);
Cholesterol Oxidase (Nocardia) (= 0,10 U/mL); Sodium Azide (0,09%)

- Khodng do: 10-675 mg/dL (0.26-17.48 mmol/L)

-Dg lap lai: CV <0.3%

- D¢ tai lap: CV < 0.8%

Déng gdi: 7 x 350 test. Diing cho may ADVIA 1800

125

126

E396

Hoa chét dung dé
dinh hrgng C-
Reactive Protein

Muc dich sir dung: dinh lugng nong dg cia C-Reactive Protein trong huyét thanh va huyét twong
ngudi (lithium heparin).

- Bédo quan: 2-8°C

Thanh phén: 4 lo thudc thir R1 + 4 lo thude th R2

- Lo thufc thir R1: 15 mL/ o

Glycine (170 mmol/L); Sodium chloride (100 mmol/L); EDTA disodium salt hydrate (50
mmol/L); Sodium azide (0,09% w/v)

- Lo thudc thir R2: 15 mL/ o

Latex tong hop tir khéng thé CRP (tho) (theo 16); Sodium azide (0,09% wiv)

- Khoing do: 0.4 - [30.4-33.6] mg/dL (4 — [304-336] mg/L)

- D9 ldp lai: CV < 1.3%

-Détai lap: CV<1.5%

Doéng goi: 4 x 250 test. Ding cho may ADVIA 1800

Hop

Hop

Nhém TCKT
(theo TT
14/2020/TT-BYT)

Nhom 3

Nhom 3

E397

Héa chit ding dé
dinh lugng
Creatinine

Muc dich sir dung: sir dung dinh luong creatinine trong huyét thanh, huyét twong ngudi (lithium
heparin) va nuée tidu

- Bdo quan: 15-25°C

- Thanh phan: 6 lp thudc thir R1 + 6 lo thude thi R2

+ Lo thude thir RI: 68 mL/ lo: Sodium hydroxide 0,2 mol/L

+ Lo thube thir R2: 20 mL/ lo: Picric acid 25 mmol/L

- Khodng do:

+ Huyét thanh, Huyét twong: 0.1~25.0 mg/dL (8.84-2 210 umol/L)

*+ Nude tidu: 3.0-300 mg/dL (265-26 250 umol/L)

Dong goi: 6 x 670 test. Dung cho méy ADVIA 180

127

128

E398

E400

Hoa chét dung dé
dinh lugng
bilirubin truc tiép

Mue dich sir dung: durgc sir dung dinh liong bilirubin truc tiép trong huyét twong va huyét thanh
nguai.

- Bao quan: 2-8°C

- Dong g6i: 4 lo thudc thir R1 + 4 lo thude thir R2.

+ Lo thude thir R1: 14 mL/ lp. Dung dich dém Tartrate pH 2,9 (0,1 mol/L), chét tdy.

+ Lo thudc thir R2: 6 mL/ lo. Dung dich dém Phosphate, pH 7.0 (10 mmol/L); Natri metavanadate
(4 mmol/L)

- Khoang do: 0.1-15.0 mg/dL (2-256 umol/L)
Bong goi: 4 x 130 test. Dung cho may ADVIA 1800

Hoa chét ding dé
do hoat do Gamma-
Glutamyl
Transferase(GGT)

129

E401

Hoa chit dung dé
dinh lugng Glucose

Muc dich sir dung: duge sir dung dinh lugng gamma-glutamy! transferase trong huyét twong va
huyét thanh ngudi.

- Béo quan: 2-8°C

- Dong goi: 7 lo thude thir R1 + 7 lo thude thir R2

+ Lo thudc thir R1: 15 mL/ lo. Glyeylglycine 318 mmol/L, 5-Chloro-2-methyl-3(2H)-isothiazolone
with 2-methyl-3(2H)-isothiazolone < 0.05%.

+ Lo thude thir R2: 15 mL/ lp L-g-Glutamyl-3-Carboxy-4-Nitroanilide 12,13 mmol/L
- Khodng do: 0-1200 U/L

Doéng goi: 7 x 140 test. Dung cho méiy ADVIA 1800

Muyc dich sir dung: dinh lugng glucose trong huyét thanh nguwi, dich ndo tiy (CSF), huyét trong
va nude tidu.

- Bdo quan: 2-8°C

- Pong géi: 6 lo thudc thir R1 + 6 1o thude thir R1

+ Lo thuée thir R1: 68 mL/ lo. ATP 4 mmol/L; NAD 3,21 mmol/L; Sodium azide 0,05%:; Dung
dich dém

+ Lo thudc thir R2: 20 mL/ lg, ATP 4 mmol/L; NAD 3,21 mmol/L; Hexokinase (gde vi tring) >
6,25 U/mL; G6PD (gbc vi trung) > 11,25 U/mL; Sodium azide 0,05%; Dung dich dém

- Khodng do: 4-700 mg/dL (0.2-38.9 mmol/L)

- D lap lai: Huyét thanh, Huyét tuong: CV < 0.5%; Nude tidu: CV <0.6%; CFS: CV < 0.4%

- D§ tai 1ap: Huyét thanh, Huyét trong: < 0.9%: Nude tidu: CV < 1.9%; CFS: CV < 1.0%
Béng g6i: 6 x 660 test. Diing cho may ADVIA 1800

Hdp

Hop

Hop

Hop

Nhom 3

Nhom 3

Nhoém 3

Nhom 3
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Muc dich sir dung: dinh lugng LDL cholesterol trong huyét twong va huyét thanh ngudi
- Bao quan: 2-8°C

- Thanh phén: 4 lo thudc thir R1 + 4 o thudc thir R2

Hoa chat dung d& |- Lo thude thir R1: 19,2 mL/ I

130 | E402 [dinh lugng LDL- |- Lo thude thi R2: 8.2 mL/lop

Cholesterol - Khoang do: 0-1000 mg/dL (0-25.9 mmol/L)

-Polaplai: CV<0.8%

- D0 tai lap: CV <2.9%

Hop Nhém 3

Muc dich sir dung: dinh lugng bilirubin toan phan trong huyét tuong va huyét thanh nguwi
- Bao quan: 2-35°C
- Thanh phén: 4 I thubc thir R1 + 4 lo thude thir R2
Hoa chit ding dé |- Lo thude thir R1: 68 mL/ lo
131 | E403 |dinh lurgng Dung dich dém citrat pH 2,9 (0,1 mol/L); Chit téy rira
bilirubin toan phan |- Lo thube thir R2: 25 mL/ o

Dung dich d¢m Phosphate pH 7.0 (10 mmol/L); Natri metavanadate (4 mmol/L
- Khoang do: 0.15-35.0 mg/dL (3-599 pumol/L)

Dong goi: 4 x 672 test. Ding cho may ADVIA 1800

Hop Nhém 3

Muc dich sir dung: dinh long urea nitrogen (san phim cuéi cia quaé trinh chuyén héa nitrogen)
trong huyét thanh, huyét tuong ngudi (lithium heparin) va nuéc tiéu

- Béo quan: 2-8°C

- Thanh phén: 6 1o thudc thir R1 + 6 lo thude thir R2

- Lo thudc thir R1: 68 mL/ lo, NADH > 0,23 mmol/L, Sodium azide 0,09%

Hoa chét ding dé |- Lo thude thir R2: 20 mL/ lo, Urease > 7,2 U/mL; GLDH > 0,9 U/mL; a-Ketoglutarate > 8,3
132 | E404 |dinh lrgng Urea  [mmol/L, Sodium azide 0,09%

Nitrogen (UN) - Khoang do:

- Huyét thanh, Huyét tuong; 5 -150 mg/dL (1.8 —53.6 mmol/L)

- Nude tiéu: 35-1000 mg/dL (12.5-357.0 mmol/L)

- Do 1ap lai: Huyét thanh, Huyét trong: CV £ 1.4%; nude tidu: CV <2.2% (A1800)

- D0 tai lap: - Huyét thanh, Huyét twong: CV < 2.4%: nudc tidu: CV < 4.6%

Déng goi: 6 x 670 Tests, Duing cho may ADVIA 1800

Hép Nhém 3

Muc dich sir dung: dinh lugng uric acid trong huyét thanh, huyét twong (lithium heparin) va nuoc
tiéu.

- Bao quan: - Thanh phén:7 lo thudc thir R1 + 7 lo thudc thir R2

- Lo thude thir R1: 15 mL/ lo

Héa chit ding ¢ |TOOS [N-ethyl-N-(2-hydroxy-3-sulfopropyl)-3-methyl-aniline 7,0 mmol/L, Sodium azide 0,05%
133 | E405 |dinh lugng Uric - Lo thuéc thir R2: 5,4 mL/ lo

Acid 4-aminophenazone 1,52 mmol/L, Peroxidase > 1000 U/L, Uricase > 200 U/L, Sodium azide 0,05%
- Khoang do:

+ Huyét thanh, Huyét twong: 0.5-20.0 mg/dL (30~1190 pmol/L)

+ Nude tidu: 0.9-180.0 mg/dL (54-10,710 pmol/L)

- Dong goi: 7 x 140 Tests. Dung cho méay ADVIA 1800

Hop Nhém 3

Hoachmhuan -Muc dich si dung: sir dung dé chan dodn in vitro khi hicu chudn thi nghiém hoa hoe
134 | E406 |cho méy sinh hoa  |” Ba? quan:; 2._8 C dé{) nga}f hét l:l?ln (chura mo) hc;ac‘ 48 giv fau hoan nlguycn Hép Nhém 3
(Calibrator) - Thanh phén: 12 I cing néng dj; 3,0 mL/lp sau hoan nguyén (0.28 g/lo)
roo A PEce i D R R e
DD Chuin Sir dung tuong thich véi may di¢n giai ty dong EX-D.
Thanh phin: Triethanolamine 0,38% hoiic it hon; Acetic Acid 0.38% hoic it hon; i ;
: 3 G Nhom 3
135 | E407 |(Standard Sol.1) Paraformaldehyde 0.05% hofic it hon. i e
Dong goi: 470 ml/thi.

hodc trong dwong

DD Chuan Sir dung twong thich voi méy dién i tw dong EX.D.
Thanh phén: Triethanolamine 0,38% hodc it hon; Acetic Acid 0.38% hodc it hon; o >
: & G NI 3
13 6 | E408 (Standard Sol.2) Paraformaldehyde 0.05% hoc it hon. ol T
Doéng goi: 140 ml/ toi.

hodc trong dwong

Muc dich sir dung: phuong phap chin dodn in vitro nay dinh luong triglycerides trong huyét

thanh va huyét tuong ngui.

- Bdo quan: 2-8°C

Hoa chat ding dé |- Déng géi: 4 lo thude thir R1, 38 mL/ lo

137 | E409 |dinh luong - Thanh phén: 4-Chlorophenol (5,5 mmol/L), Peroxidase (> 0,5 U/mL), Glycerol kinase (> 0,4 Hép Nhom 3
Triglycerides U/mL), Glycerol-3-phosphate oxidase (= 1,5 U/mL), 4-Aminophenazone (0,25 mmol/L), Lipase

(= 10 U/mL), NaN3 (0,05%)

- Khoang do: 10-550 mg/dL (0.11-6.22 mmol/L)

Dong goi: 4 x 358 test. Dung cho may ADVIA 1800
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Hoa chit dung dé
dinh lugng HDL
Cholesterol

Muc dich sir dung: dinh lugng HDL cholesterol trong huyét tuong va huyét thanh ngudi.
- Béo quan: 2-8°C

- Thanh phén: 6 lo thudc thir R1 + 6 lo thude thir R1

- Lo thudc thir R1: 68 mL/ Io

Dung dich dém san pham, pH 6,6 (100 mmol/L); N-(2-hydroxy-3-sulfopropyl)-3,5-
dimethoxyaniline (0,7 mmol/L); Cholesterol esterase

[E.C.3.1.1.13. ngudn vi khuén, 37°C] (= 800 U/L); Cholesterol oxidase

[E.C.1.1.3.6. nguén vi khudn, 37°C] (= 500 U/L); Catalase [E.C.1.11.1.6. ngudn vi khudn, 25°C]
(=300 KU/L)

- Lo thudc thir R2: 28,6 mL/ lo

Dung dich dém san phdm pH 7,0 (100 mmol/L); 4-Aminoantipyrine (4 mmol/L); Peroxidase
[E.C.1.11.1.7, Horseradish, 25°C] (> 4 KU/L): Sodium azide (0,05%)

- Khodng do: 5-115 mg/dL (0.1-3.0 mmol/L)

-6 lap lai: CV <2.3%

- Do tai ldp: CV <£2.6%

Déng goi: 6 x 670 test. Diing cho may ADVIA 1800

Hop

Nhém TCKT
(theo TT
14/2020/TT-BYT)

Nhom 3

bién cuc Clo dung cho may dién giai Ex-D

Dién cuec K+

143

E426

Dién cue Na+

Dién cyc Natri tuong thich cho may dién giai Ex-D
Quy cach: 1 cai/hop

Dién cyc tham chiéu ding cho may dién gidi Ex-D

UF-CellPack CR
hozc tuong duong

Dung méi cho mdy phan tich can ling nuéc tiéu ty ddng, sir dung ciing véi hoa chat khac dé xac
dinh cac thanh phan té bio c6 nhan (bach ciu, té bao bidu mé va vi tring, ...)

Bdo quan ¢:2-35d6 C

Sau khi mg ndp én dinh trong vong 90 ngay

Thanh phan: Acetic acid < 0.1%, Inorganic salts < 2.0%, EDTA salt <1.0%, catinoic surfactant
<0,2%, water > 96.7%

- Quy céch déng goi: 2.1L x 2/Hop

144

E427

UF-CellPack SF
hodc tuong duong

145

E428

UF-CellSheath
hodc tuong duong

146

E429

- Dat tiéu chuén chét luong 1SO 13485. Diing cho may Té bio nuée tiéu UF 4000

Hop

Nhom 1

Dung méi cho méy phan tich céin ling nuc tiéu t dong, sir dung cuing véi hoa chit khac dé xac
dinh cdc thanh phin té bao khong c6 nhén (héng ciu, tru nigu, ...)

Béoquin &:2-35d6C

Sau khi m& nép én dinh trong vong 90 ngay

Thanh phan: HEPES 1.2%, 1,2 benzisothiazolin-3-one < 0.01%, EDTA salt <1.0%, 2-
phenoxyethanol <1.0%, water >96.7%

- Quy céch déng goi: 2.1L x 2/Hop

- Dat tidu chuan chit lugng 1SO 13485, Dung cho may Té bao nudc

tiéu UF 4000

Hop

Nhom 1

Dung dich tao dong chay cho may phin tich can ling nudc tidu tw ddng duge ding két hgp voi
cde thude thir khac dé xéc dinh s lugng c4c thanh phan can ling nude tiéu bing phwong phap té
bao dong chay,

Baoquan:2-35d6 C

Sau khi mé ndp én dinh trong vong 60 ngay

Thanh phéan: Tris Buffer 0,14%.

- Quy cach dong goi: 20 lit/thing

- Dat tiéu chudn chit lugng ISO 13485, Diing cho may Té bao nude tidu UF 4000

UF-Fluorocell CR
hodc tuong duong

Dung dich danh déu bach cdu, té bio bidu md va vi khudn, v.v.

co thé dé xdc dinh s6 lugng ctia ching trén he théng méy phan tich can ling nwdc tiéu hoan toan
tr dong

Béo qun &: 2 - 35 do C

Sau khi mé ndp dn dinh trong vong 90 ngay

Thanh phén: Polymethine dye 0.02%, Ethylene glycol 99.9%

- Quy cach dong goi: 29ml x 2/Hop

- Dat tiéu chudn chét lugng ISO 13485, Dung cho may Té bao muée tiéu UF 4000

147

E430

UF-Fluorocell SF
ho#c twong duong

Dung dich danh dfu céc thanh phan cain ling trong nudc tidu hogc dich co thé nhim xac dinh té
bao hdng cu, tru nigu v.v... trén hé théng may phan tich can ling nuéc tidu hoan toan tr dong
Bio quan : 2 - 35 d3 C

Sau khi mé& ndp 6n dinh trong vong 90 ngay

Thénh phan: Polymethine dye 0.05%, Ethylene glycol 99.9%

- Quy céch dong goi: 29ml x 2/Hop

- Dat tiéu chuén chét lugng 1SO 13485, Dung cho may Té bao nuéc tiéu UF 4000

. trong nudc tiéu hoic trong dich

Thung

=

Hop

Nhém 4

Nhom 1

Nhom 1
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149

E431

E432

UF-Calibrator
(UCA-100A) hoic
tuong duong

UF-Control ho#ic
tuong duong

Don vi
tinh

Sau khi mé nép 6n dinh trong vong 7 ngay & nhiét do 2 - 10 do C
Thanh phan: hat latex 0.4%
- Quy cach dong géi: 30ml x 2/Hop

bao gém cac thong sé

Chat chudn sir dung cho hé thong phan tich cin ling nudc tidu e dong,
sau: RBC, WBC, EC, CAST, BACT, Cond

Bioquan¢:2-8d6 C

Sau khi m& nip én dinh trong vong 30 ngay

Thanh phan: hat latex 0.1% va 0.4%

- Quy cach déng goi: 30ml x 2/Hop

151

152

E433

E434

E435

E436

- Dat tiéu chuén chét lugng ISO 13485. Diing cho may Té bao nuéc tiéu UF 4000

Hop

- Xét nghiém phién ngung két latex nhanh dé x4c dinh dinh tinh va bén dinh lugng
antistreptolysin-O trong huyét thanh nguai cia céc bénh lién ciu khudn.,

- TCCL: I1SO 13485; GMP

-Quy. cach déng goi: 100test/Hop

Nhém TCKT
(theo TT
14/2020/TT-BYT)

Nhom 1

Nhom 1

Test nhanh chén
doén sdt xuat huyét
Dengue khang
nguyén

Phét hién va phan biét khang thé IgG va IgM khéng cac type virus Dengue 1,2,3 va 4. Sir dung
mau huyét thanh hoac huyét twong, Khong c6 phan tmg chéo véi nhom Flavivirus khac va nhimg
bénh do mudi truyén. Bo nhay 94,6%, B¢ dic hiéu 96,5% .

Cée mau co ly gidi mau, cac mu c6 chira yéu té thép khép, m& mau, chimg hoang din khéng
anh hurémg dén két qua xét nghiém. Kit thir én dinh it nhét 4 tuin khi dé & nhiét d§ 55x1°C

- Tiéu chuén chét luong: 1SO 13485

- Quy cdch déng goi: Hop 25 test

Test nhanh dinh
tinh khang thé
khang virus viém
gan A

test

Nhom 2

Dat chimg chi xuét khiu FDA-My (Muc 801,802)
- Dat tiéu chudn 1SO13485:2016
- Dinh tinh phat hi¢n khang thé IgM khang HAV trong huyét thanh hodic huyét twong
- Thanh phén:
+ Viing cong hop: khang thé chudt khang IgG ngudi
+ Vach két qua khang nguyén HAV tai t6 hop
+ Vach chimg: Pugc phi béi khang thé dé khang IgG chuét
- D6 nhay 90,6%
- D9 dac hiéu 97,6%
-Quy cach dong goi: 30 test/Hop

Test thir Morphine

154

155

E437

E438

E439

Test

Nhém 3

Quy cich dong goi: 50 test/Hop

Test thir chat gay nghién (Morphine)
Néng d6 Cut-off: 300 ng/mL

Do nhay: 100%, Pé dac hiéu: 100%
Tiéu chudn chét lrong: 1SO 13485:2003

Test nhanh dinh
tinh khang nguyén
Viém gan B

Test nhanh dinh
tinh sot rét

Test nhanh dinh
tinh khéng thé
khang Treponema
pallidum (giang
mai)

Test

- Phat hign khang nguyén HBsAg trong huyét thanh, huyét twong, mau toan phén ngudi
- D6 nhay 97,59%

- B¢ dac higu 99,72%

- Thanh phén kit thir: Ving cong hop IgG chugt khéng HBsAg-04

- Vach két qua IgG chujt khang HBsAg-B20

- Vach chimg IgG dé khang chugt

- Khdng bi anh hudng boi chét chéng déng EDTA, hearin..va cédc chit khic nhu Lipit..HCV,
HIV...

- Han SD 24 thang trong tii kin

- Ngudng phat hién Ing/ml

Dat tiéu chuin 1SO13485:2016.

- Quy cach dong goi: 50 test/Hop

Test

Nhom 6

Dat chimg chi xuat khiu FDA-My (Muc 801,802)
- Dat chirng chi ISO13485:2016

- Thanh phén;

Cong hop vang Pv-LDH cdng hop vang pHRP-II,
- Vach két qua Pv khang thé khang Pv-LDH,

- Vach két qua Pf khang thé khang pHRP-1I,

- Vach chimg khang thé dé khang 1gG chuot.

- Dinh tinh phat hién Malaria dang Pf/Pv

- B0 nhay Pf91.6%, B¢ dic hiéu 97,9%

- B nhay Pv 100%, Do dac hidu 99%

Phat hign tit ca type khang thé (IgG, IgM, IgA) khang Treponema pallidum. D¢ nhay: 99.3% va
Do dac hiéu: 99.5% so vdi TPHA:
TCCL: ISO 13485

Quy cich dong goi: Dang que, 50 test/Hop

Test

Test

Nhom 3

Nhom 4
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Test nhanh dinh
tinh khang thé
khang Lao

158

E442

Test dinh tinh
khang thé virus
viém gan C

Dat chimg chi xuét khiu FDA-My (Muc 801,802)

- Dat tiéu chuan 1SO13485:2016

- Dinh tinh phét hién khéng thé 1gG va IgM khang lao M.TB
- Bg nhay IgM: 85.7%, Bo dac hiéu 96.5%

- D nhay IgG: 88.6%, D¢ dac hiéu 96.5%

- Thanh phén test thir: Ving cong hop vang M.TB, khéng thé igY ga.
- Vach két qua M khéng nguyén tai t6 hop M.TB1

- Vach két qua G khang nguyén t4i t hop M.TB2.

- Vach chimg khang thé dé khang IgY ga.

- Mang nitrocellulose: 2545 x 4.5+0.9mm;

- Thé tich miu sir dung la 10ul;

- DB nhay: 100%, Do dac hiéu: 99.4%,

- Kit xét nghiém én dinh it nhat 4 tuén khi dé & nhiét do 55£1°C
- Tiéu chudn chét liugng: 1SO 13485

159

E443

Test thir thai HCG

- Méu thir: Nude tidu, huyét thanh

- Ngudmg phat hién: 10mIU/mL

- D6 nhay: 100% ; B déc higu 100% : Khoéng tin cdy: 95%

- Viing cong hop: cong hop vang khang thé khang hCG, IgY-ga;
- Vach két qua: khang thé khang hCG:

- Vach chimg: khang thé dé khang IgY-ga

- Bdo quén nhiét d thuomg

- Quy cach: 50 test/hop

E463

B¢ nhudom Gram

Test

Test

test

Nhém TCKT
(theo TT
14/2020/TT-BYT)

Nhom 3

Nhom 6

Nhom 3

By nhudm Gram dung dé thuc hién xét nghiém soi nhuém. Bao gdm 04 dung dich thudc nhudm
thanh phéu 1a Crystal Violet chai 250ml, Lugol chai 250ml, Decolor (alcohol-acetone) chai
250ml va Safranine chai 250ml.

- Bao quan: Nhiét do phong thi nghiém (15-25°C)

- Pong gbi: Bo 4 chai x 250ml ¢6 voi bom tién dung

- Tiéu chuén chit lugng: 1SO 9001:2015, ISO 13485:2016

Quy cach dong g6iBo 4 chai 250ml

Bo

Nhom 5

E493

Héa chét chudn
Albumin niéu
Micro (M.A.L)

Ding dé higu chudn xét nghiém dinh lugng Microalbumin trong nudc tiéu bing phép do do duc
va phép do nephelometry.

- Thanh phan: Huyét twong ngui, dung dich muéi
azide,

'- TCCL: ISO 13485

phosphat, chét bao quan: 0.095 g % sodium

E494

Albumin niéu
Micro (M.A L)
Control ho#c twong
duong

phép do d duc va phép do nephelometry.

- Thanh phén; Huyét twong ngudi, dung dich mudi
azide.

- TCCL: 1SO 13485

- Quy céch dong géi: lxln'!yl-{c‘}p - Diing cho may AUG80

phosphat, chét bao quan: 0.095 g % sodium

Congdomiuciiisi s
Béo quan nhiét d¢ thuong
1 h¢p 20 thanh, 1 thanh 29 racks, 1 racks 4 cuvet lam dugc 4 xét nghi¢ém khéc nhau. Duing cho

. |méy Trombolyzer XRM

Nhom 3

Nhom 3

Quy cach déng goi 01 cudn/hip

Ang cdy nhya hodc
tuong duong

Bugc 1am béng nhya HIPS chanh am, chat liéu mém déo. Dan que cdy vi sinh tron, khong bavia,
Bugc v4 triing bing tia gamma. Dung tich 1ul. Dat tiéu chudn 1SO13485.
- Quy cach dong goi: 2 caifthi

Typ MONOSED
ESRvacuum tubes
hoe twong duong

E525

(3.2%)
- Thé tich m#u 1.28mL. E-Beam Hong ngoai
- Tiéu chudn chit lugng ISO 13485

Calibrator 80 hozc
tuong duong

Hiéu chudn may HbAlc

- Quy cich déng goi: (Low: 3mL x 3; High: 3mL x 3; Diluent; 10mL x 3)/ Hép

- Gdbm: Human source hemoglobin: <=0.6%; Phosphate: <=0.1%; Surfactant<=0.1%.
- TCCL: 1SO 13485; 9001. Ding cho may 8180

Control dilution set
80 hodic twong

duong

Xac dinh lugng (HbAlc) trong miu mau toan phs'in
- Quy cich déng géi: (1x250mL+ Ix15ml) / Hop
- Gém Phosphate <= 0.1%, Surfactant <= 0.1%

Nhom 3

Nhom 3

Nhom 3
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Eluent 80A hoac

Théng s6 ky thuat

- Quy cach dong goi: (600mL x 4) / Hép

Nhém TCKT
(theo TT
14/2020/TT-BYT

E621

E634

hodc trong duong

- Bong goi: Hop/12 1o x 5 mL
- Bdo quan: hansirdung 3 nim ¢ 2-8°C,

- Tiéu chudn chat lugng: 13485. Dung cho may ADVIA CENTAUR XPT

Téng cong: 179 m3

tuong duong - Gém: Sodium azide; <=0.01 %; Oxidizing agent: <=0.7%; Phosphate: <=1%. Hop Hnom.3
AR O LIRS JO0L DiMg o mby 8180 o s M oo e

Phin tich dinh lugng HbAlc trong méu toan phan
Eluent 80B hoic |- pr cach déng goi: (600mL x 2) / Hop Hép Nhém 3
trong duong - Gom: Sodium azide: <=0.06%; Oxidizing agent: <=3%; Phosphate: <=2%.
et S0, 3485; 9001, Ding cho may 8180

Phn tich dinh lwong HbA ¢ trong mdu méau toan phin
Eluent 80CV hoac |- ny céch déng goi: (600mL x 2) / Hop Hs Nhom 3
tuong duong - Gom: Sodium azide : <=0.01%; Oxidizing agent:<=0.3%; Phosphate: <=1%. vp
................................... GG 1SO 13485, 9001, Ding cho mdy 8180
Extend SURE Chat kiém chudn
HbAlc Ctrl - QI_.ly cach dong goi: (Level 1: 4x0.25mL; Level 2: 4x0.25mL) / Hop Hop Nhom 6
(HB710SBAr) - Gom: Hemoglobin, human: 13.0-15.0g/dL; Potassium Cyanide: <0.005%.
Sl LIDL B0 bagend e SRR o e
hwoz.scht‘:c%nsgotli.ui%z - Gom: Sodium azide: <=0.02%; Phosphate: <=0.1%; Surfactant<=0.1%. HeR bhde
i A S O B ORI e T e

’ Cot sac ky.

E;’;‘:T;;jg';fgﬂu - Quy céch déng goi: 1 column / Hop Hop Nhém 3
e B sl VRl T O e R

Binh tinh phat hign khang nguyén SARS-CoV-2 trong mau ngody dich ty hiu. S&r dyng hai cap

khing thé don dong dé phat hién khang nguyén protein N (Nucleocapsid) va protein S (Spike).

+ D0 nhay tuong quan: 96,30% (100% véi Ct<30).

+ D¢ dac hiéu tuong quan; 99,75%.

+ B§ chinh xdc trong quan: 99,02%.

+ Ngudng phat hién d6i vai vi rit nuéi cdy: 142 TCID50/mL
Khay thir xét *+Ngudng phat hign déi voi khang nguyén t4i td hgp SARS-CoV-2: 0,1 ng/mL .
ng}?iém dinhﬁ tinh |+ Kh'(‘mg phf':n mg chéo vai Influenza A HIN1 va H5N1 Test Nhém 3
khang nguyén Sars- |- Chimg nhan ISO 13485: 2016 .
CoV-2 - Hop san phim 25 test bao gdm:

+ Khay thir: 25

+ Dém chiét miu: 1x10ml + Que liy miu vo tring; 25

+Ong chiét mau ¢6 néip nho giot: 25

+ Gi4 d& dng chiét mau: 1

+ Hudng dén sir dung; 1

- Buge san xuat bing phuong phap nudi cdy té bo tir cac dong té bo lai. Anti A, Anti B, Anti
ik s i AB chll'ra kha:mg m_é qcm dong ciia cac dong té bao lai dudi day:
Anti A: Anti B, + Ant} Al dqng vo-n_nh A-11HS d '
Anti AB holic 3 Am& B: Dong vo tm‘h B-6F9 . ’ Bo Nhom 3
twong duomg + Anti AB: Dong v6 tinh A-5E10 va dong vo tinh B-2D7

- Pat TCCL: ISO 13485

o e O IR ST
Pinh nhém mau  |Sir dung nudi cdy té bio tir cac dong té bao lai BS225,
RH hoic tuong ISO 13485- Lo Nhém 3
duomg, | St 0L S, S et | TR
::;)a EhHEmOL kb Dang léng, sp dung ngay, 100% n;:::u nguc‘!i toan phin, chira 45 thén]g45("'). 5 50

: s : - Hoa chat on dinh 70 ngay tai 2-8°C. On dinh sau khi mé lo trong 14 ngay & 2-8°C. . .

Et:)tcl;ghu:m huyét TCCL: 150 134S§ . Hop Nhom 3
rr{{rc -Quy cach dong goi: 3x2x4,5ml/Hop. Ding cho may XT-1800i

Hod chdt kiém chudn cho xét nghiém mién dich thudng quy, 3 mic ndng do

- Thanh phén: huyét thanh ngui, dang dong kho
Lyphochek 5 REE s e 3 2.4 g .

- Bao gom hon 70 thong s6 xét nghiém mién dich thudng quy phd bién. C6 cac gia trj tham chidu
AP nOREEY Flne cho cac may phin tich tir dong phd bién Lo Nhém 1
Control, Trilevel

t hang




